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In Congress 


Federal Food, Drug, and Cosmetic 
Act Amended.—The requirement that 
a formal hearing be held prior to any 
changes in the regulations concerning 
definitions and standards for food is re- 
pealed. Under the amended law, a 
formal hearing on proposed changes in 
food standards is required only when 
requested by a party adversely affected 
by the proposed change. The amended 
law also permits “any interested per- 
son” to initiate changes in these regula- 
tions. This terminology represents an 
increase in the class of persons eligible 
to do so. 

The amendment is reported herewith 
in full text: 


Public Law 335—83d Congress 
Chapter 143—2d Session 


H. R. 6434 
AN ACT 


To amend sections 401 and 701 of the 
Federal Food, Drug, and Cosmetic 
Act so as to simplify the procedures 
governing the establishment of food 
standards. 


Be it enacted by the Senate and House 
of Representatives of the United States 
of America in Congress assembled, That 
section 401 of the Federal Food, Drug, 
and Cosmetic Act (21 U. S. C., sec. 
341), is amended by inserting “(a)” 
after “Sec. 401.” and by adding at the 
end of such section the following new 
subsection: 

“(b) (1) Any action under subsection 
(a) for the issuance, amendment, or 


(Continued on page 300) 
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THE FOOD AND DRUG ADMINISTRATION'S POSITION ON 
The Use 
of Antibiotics on Crop Plants 


By HENRY WELCH 


FDA Policy in This Very Important Area Was Outlined Before 
the Potomac Division of the American Phytopathological 
Society, at Beltsville, Maryland, on March 5, 1954 


OR THE PAST DECADE or more we have been living in an 

“antibiotic era.” A series of drugs nonexistent in 1942, now of 
great value to the public health, have completely modified basic medi- 
cal teachings in universities and schools of medicine. Our concepts of 
the treatment of infectious diseases, the natural history of infections, 
antibiotic effects on fever cycles and immunological responses have all 
had to be gradually modified to meet the rapidly changing armamen 
tarium of new and highly potent antibiotics, and their preparations. 
There is no end in sight. Wpwards of 3,500 different antibiotic sub- 
stances have been isolated and studied and, although the great major- 
ity of these have not been found useful because of their low potency 
or high toxicity, an average of slightly over one each year has proved 
to be of value therapeutically. 

Production of antibiotics has kept pace with an increasing demand 
in the United States and abroad. The penicillin industry, unknown 
in this country in 1942, produced 371 tons of the crystalline drug in 
1953. Streptomycin and dihydrostreptomycin, first produced commer- 
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cially in 1946, were produced in ton quantities in 1953. This was also 
true of the broad spectrum antibiotics which became available com- 
mercially in 1947 and 1948. A total of 168 tons of streptomycin and 
dihydrostreptomycin and 201 tons of chlortetracycline, oxytetracycline and 
chloramphenicol were produced in 1953. The other clinically useful 
antibiotics—bacitracin, polymyxin, neomycin, viomycin, erythromycin, 
carbomycin, fumagillin and tetracycline have added further tonnage 
that the consuming public, like an enormous sponge, appears to absorb. 

Use of antibiotics has already spread beyond their original appli- 
cation in human and veterinary medicine. The well-known nutritional 
effects of some have proved to be of great economic importance, par- 
ticularly in swine, chickens and poults. Further, an enormous amount 
of research is being done at the present time on the use of antibiotics 
as preservatives in foods. Evidence is available that several anti- 
biotics may be of value in the prevention of spoilage in certain vege- 
tables, hamburger, cream fillings, whole fish and fish fillets, and shrimp. 
The use of antibiotics in beer fermentation to inhibit growth of certain 
micro-organisms seems to have merit. ‘The experimental studies on 
injection of whole carcasses of beef with chlortetracycline to prevent 
spoilage during aging looks quite promising, at least from an economic 
standpoint. From this standpoint, also, the dipping of eviscerated 
whole chickens in low concentrations of antibiotic solutions and the 
use of ice made with a few parts per million for chilling of a variety of 
food products appear to be successful spoilage deterrences. 

The variety of uses mentioned all create difficult problems for 
those agencies of government required by law to protect the public 
health through control of foods moving in interstate commerce. The 
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Food and Drug Administration is charged with the responsibility of 
seeing to it that such foods are safe. If the public or any important 
segment of it has reservations concerning the safety of our food, it 
must, at the same time, question the effectiveness of our operations. 


The Food and Drug Administration through its own investiga- 
tions and those of others has followed carefully the gradual develop- 
ment of studies leading towards the projected use of antibiotics as food 
preservatives. After careful consideration of the entire problem, the 
Secretary of the Department of Health, Education, and Welfare issued 
in February, 1953, a statement of policy concerning the direct or 
indirect addition of antibiotic drugs to foods for human consumption. 
In effect, the statement was as follows: 

The presence of antibiotic drugs in foods intended for human consumption, 
or the direct or indirect addition of such drugs to such foods, may be deemed an 
adulteration within the meaning of section 402 of the Food, Drug, and Cosmeti 
Act. 

It is unlikely that this position will be changed unless the evidence 
shows that the use of these drugs as preservatives in a given food is 
safe and is essential to the production of the food. 


Proposed ‘‘Agricultural’’ Use 


We have had before us for consideration for the past four months 


the proposed “agricultural” use of antibiotics. It ts apparent that 
some plant diseases can be partially or completely controlled by cer- 
tain of these drugs. Although of immediate concern to us has been the 
requested use of streptomycin, or streptomycin and oxytetracycline, in 
the control of apple, pear and walnut blight, we can expect further 
extension of the use of antibiotic drugs in the control of other plant 
diseases. Successful experimental studies have already been reported 
in the control of halo blight of beans, and bacterial diseases of tobacco, 
tomatoes, peppers, cherries, spinach, lettuce and potatoes. 

We recognize that certain chemicals are not only important but 
essential to the continued production of abundant food crops so that 
the American people will be provided with an adequate, diversified 
and well-balanced food supply. The changing times and higher costs 
of farm labor make necessary increased efficiency in all phases of 
agricultural operations if our farm products are to reach the consumer 
at the lowest possible cost. However, one of the guiding principles 
which permeates the Federal Food, Drug, and Cosmetic Act and which 
we believe is of the utmost importance in the public interest, is that 
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chemicals should not be added to our food supply, even in nontoxic 
amounts, unless these substances are mecessary to the production of 
the food. Furthermore, we believe it important to restrict the amount 
of the required chemical to a quantity which will not be harmful in or 
on the individual finished food product and, if the required chemical 
is used in more than one food, that the total consumed by the public 
will not be injurious. 
Pestici Jes 
Pesticides are subject to the Federal Insecticide, Fungicide, and 
Rodenticide Act, whereas chemical additives generally are not. Even 
though the antibiotic drugs are primarily of value in the cure, mitiga- 
tion or treatment of disease, when they are used in agriculture as 
plant sprays or dusting powders they are classified as pesticides and, 
therefore, not subject to the drug sections of the Food, Drug, and Cosmetic 
Act. The determination of the usefulness of antibiotics as pesticides, 
therefore, rests—and properly so—with the Department of Agriculture, 
which is the authority on plant diseases. 


Accordingly, it is our opinion that antibiotics intended solely for 
application to plants for the control of plant diseases and conspicu- 


ously so labeled are not subject to the drug requirements of the Food, 
Drug, and Cosmetic Act if they are denatured so as to be unfit for 
drug use. 


Thus, with antibiotics for agricultural use declared to be pesti- 
cides within the meaning of the law, we are left with the problem of 
such use resulting in contamination of finished foods. The presence of 
these drugs in the food supply in any appreciable quantity may result 
in sensitization of susceptible individuals or possibly lead to the emer- 
gence of resistant pathogenic organisms. 


Blight Control 

In the case of the present proposed use of antibiotics as sprays or 
dusting powders in the control of blight, it would appear unlikely 
that significant quantities will be found in the fruit at harvest. Pre- 
liminary studies under field conditions where antibiotic sprays were 
applied to apple trees three times during blossoming resulted in failure 
to demonstrate these drugs in the fruit by extremely sensitive micro- 
biological assays. Similar results have been reported following treat- 
ment of other trees and plants, the harvested fruit showing zero 
amounts of the antibiotics under the test conditions used. 
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With expansion of this new and economica!ly important use of 
antibiotics, it may be expedient and necessary in the interest of the 
public health to establish tolerances for the use of these drugs as pesti- 
cides. In some cases these may be “zero tolerances.” Under Section 
402 of the Food, Drug, and Cosmetic Act there are at the present time 
administrative processes whereby such tolerances may be established. 
Unfortunately, the formal public hearing required, and the attendant 
necessity for detailed findings of fact and conclusions that must be 
made by the Secretary of the Department of Health, Educaticn, and 
Welfare, make establishment of such tolerances a prolonged and ardu- 
ous procedure. 

There has been introduced in the Second Session cf the Eighty- 
third Congress a bill (H. R. 7125) to amend the Federal Food, Drug, 
and Cosmetic Act. This bill is concerned with residues of pesticide 
chemicals in or on raw agricultural commodities. The bill is intended 
to provide better protection of the public health and considerably speed 
up administrative processes for establishing tolerances for pesticide 
chemical residues. Changes accomplishing these objectives would be 
ef considerable value to agriculture, particularly insofar as the use 
of antibiotics as pesticides is concerned. The Department has not as 


yet expressed an opinion as to the detailed language of H. R. 7125, 
but last July the Secretary expressed the view to the chairman of the 
House Interstate and Foreign Commerce Committee that legislation 
to close the existing gap in consumer protection is desirable. [The End] 


Annex 
(Published in Federal Register March 31, 1954, 19 F. R. 1760) 


TITLE 21—FOOD AND DRUGS 


CHAPTER I—FOOD AND DRUG ADMINISTRATION, 
DEPARTMENT OF HEALTH, EDUCATION, AND WELFARE 
PART 146—GENERAL REGULATIONS FOR THE CERTIFICATION 
OF ANTIBIOTIC AND ANTIBIOTIC-CONTAINING DRUGS 
ANTIBIOTICS FOR AGRICULTURAL USE 


Under the authority of section 507(a) and (c) of the Federal Food, Drug, 
and Cosmetic Act, I find that antibiotic and antibiotic-containing substances 
intended solely for application to plants for the contro] of plant diseases and 
conspicuously so labeled are not subject to the requirements of sections 502(1) 
and 507 of the act, with respect to certification of antibiotics, and therefore pro- 
mulgate the following interpretive regulation relative to such substances: 

§ 146.9 Antibiotics for agricultural use. An article that contains one or more 
of the antibiotic substances described in this part and intended solely for appli- 
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cation to plants for the contro] of plant diseases caused by microorganisms and 
conspicuously so labeled is not subject to the requirements of sections 502(1) 
and 507 of the Federal Food, Drug, and Cosmetic Act, if it contains one or more 
suitable denaturants that make it unfit for drug use; but in no case shall it be 
exempt from the requirements of sections 502(1) and 507 of the act if it is repre- 
sented or intended to be administered to man or other animals for the cure, 
mitigation, treatment, or prevention of disease or as an animal feed supplement. 

Notice and public procedure are not necessary prerequisites to this interpre- 
tive regulation. 
(Sec. 701, 52 Stat. 1055; 21 U. S. C. 371. Interprets secs. 502(1) and 507, 59 Stat. 
463, 61 Stat. 11, 63 Stat. 409, 67 Stat. 389; 21 U.S. C. 352(1), 357) 
Dated: March 25, 1954. 

OVETA CULP HOBBY, 


Secretary 


[F. R. Doc. 54-2287; Filed March 30, 1954; 8:54 a. m.] 





PRICE DISCRIMINATION, EXCLUSIVE DEALING | 


Pectin products . . . A complaint charging a corporation with 
unlawful price discrimination in the sale of pectin products used in 
making jellies and jams has been dismissed. The practice challenged 
by the complaint involved special cut-price “deals” offered from 1940 
to 1947 by the corporation in the western part of the United States. 
As summarized in the opinion, these “deals” authorized the corporation’s 
wholesalers, jobbers and retailers to sell one additional bottle of the 
product, for example, for three cents when the customer bought two 
bottles at the regular price. The Commission decided to dismiss the 
complaint by a vote of three to one. The majority held that the evidence 
failed to show that the price differentials had injured or were likely to 
injure competition. (Final order released April 27, 1954.) 


Bakery products . . . A producer of packaged bakery products is 
charged with price discrimination and exclusive-dealing arrangements 
with a distributor of vending machines in violation of Section 5 of the 
Federal Trade Commission Act. (Complaint issued March 11, 1954; 
released March 24, 1954.) 


Hog-cholera serum and virus . . . A company engaged in the 
sale of hog serum and virus has filed a petition for review of a Federal 
Trade Commission order prohibiting exclusive-dealing practices in con- 
nection with the sale of its products. (Release of April 27, 1954.) 


Hearing aids . . . A manufacturer of hearing aids has filed a 
petition seeking review of a Federal Trade Commission order against 
exclusive-dealing practices in the sale of hearing aids. (Release of 
December 3, 1953.)\—CCH Trane Recutation Reports § 11,697; 11,671; 
11,698; 11,689. 








THE PHARMACOPOEIAS 


and Their Status 
Under the New Canadian Food and Drugs Act 


By M. G. ALLMARK 


In This Article Mr. Allmark Notes That Canada, Unlike Many 
Other Countries, Has Never Considered It Necessary to Estab- 
lish a Pharmacopoeia of Her Own. The Majority of Products 
Sold in Canada Conform to British or United States Standards 


HEN the new Canadian Food and Drugs Act is proclaimed later 

this year, the status of the pharmacopoeias coming within the 
scope of the act will change slightly. For a good many years, the 
Canadian Food and Drugs Act has given some preferential status to 
the British Pharmacopoeia. Part I, Section 6, of the present act, which 
deals with standards for drugs, reads as follows: 


Every drug shall be deemed to be adulterated within the meaning of this 
Act if its strength, quality or purity falls below the professed standard under 
which it is sold; or if, when offered or exposed for sale under or by a name, 

(a) recognized in the latest edition of the British Pharmacopoeia; or 

(b) recognized in the latest edition of any foreign pharmacopoeia; or 

(c) which is not recognized in any pharmacopoeia but is found in some 
generally recognized standard work on materia medica or drugs; 
it differs from the standard of strength, quality or purity laid down therein. 

2. Unless a drug is sold in such manner as plainly to indicate that its quality 
is to be judged by an authority other than the British Pharmacopoeia, and such 
authority is named, it shall be deemed to be adulterated unless it conforms to 
the standard of strength, quality and purity for such drug as defined by the 
latest edition of the British Pharmacopoeia. 


This latter subsection has been interpreted to mean that if a drug 
is marketed in Canada and the standard of authority is not properly 
named on the label, the food and drug divisions will assume that the 
drug has been prepared according to the standard in the latest edition 
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of the British Pharmacopoeia if there is one, and if a standard does not 
exist in the British Pharmacopoeia, the drug is deemed to be wdulterated. 
The existing requirements of the act have never been a deterrent to 
the manufacturer who wanted to market a drug which conformed to 
any pharmacopoeial standard, provided the drug was labeled to show 
the authority for the standard and provided a Canadian standard for 
the drug did not exist. 


The sections dealing with standards for drugs in the new act read 


as follows: 


Section 10 (1) Where a standard has been prescribed for a drug, no person 
shall label, package, sell or advertise any substance in such a manner that it is 
likely to be mistaken for such drug, unless the substance complies with the 
prescribed standard. 

(2) Where a standard has not been prescribed for a drug, but a standard 
for the drug is contained in any publication mentioned in Schedule B, no person 
shall label, package, sell or advertise any substance in such a manner that it 
is likely to be mistaken for such drug, unless the substance complies with such 
standard. 

(3) Where a standard for a drug has not been prescribed and no standard 
for the drug is contained in any publication mentioned in Schedule B, no person 
shall sell such drug, unless 

(a) it is in accordance with the professed standard under which it is sold, and 

(b) it does not resemble, in a manner likely to deceive, any drug for which 
a standard has been prescribed or is contained in any publication mentioned in 
Schedule B. 


Eight texts have been named in Schedule B to the act. These 
include the Pharmacopoeia Internationalis, British Pharmacopoeia, United 
States Pharmacopoeia, Codex Francais, Canadian Formulary, British Phar- 
maceutical Codex, National Formulary and New and Nonofficial Remedies. 
The purpose of this schedule is to set up a list of pharmacopoeial and 
other authorities which shall govern the standard under which a drug 
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may be sold in Canada, provided such drug is not one for which a 
standard has been prescribed under the authority of the act itself. 
Subsection 2 of Section 10 makes it mandatory that a product which 
is to be sold in Canada must conform in all respects with the standard 
described in one of the texts in Schedule B if it is the same. This is 
the important difference between the provisions of the new act and 
the present act. The present act states that if the authority for the 
standard is not named on the label for a drug and one is included in 
the British Pharmacopoeia, the drug must conform to that standard. 
If it does not conform to it in all respects, it is deemed to be adulter- 
ated. 


Reasons for Adoption of Canadian Standards 


It has been mentioned previously that the present act and the 
new act provide for the establishment of Canadian standards. If phar- 
macopoeial standards do not meet Canadian requirements or if they 
differ widely among themselves, it is more desirable to have one stand- 
ard. During the last war, the food and drug divisions found that it 
was necessary to establish a number of standards for drugs because 
the British Pharmacopoeia Revision Committee had to make substitu- 
tions in many British Pharmacopoeia monographs due to the shortages 
of a number of chemicals in Great Britain. At that time, a Canadian 
supplement to the British Pharmacopoeia was issued which contained 
many of the monographs in their original form. The Canadian supple- 
ment to the British Pharmacopoeia continued to be a part of the regula- 
tions until the publication of the British Pharmacopoeia, 1948 which 
again included most of the monographs which had been included in 
the Canadian supplement to the British Pharmacopoeia. However, there 
were retained in the food and drug regulations about 40 monographs 
for drugs. Many of these will not be retained when the revised regu- 
lations come into effect later this year. It might be of interest to name 
a few of the drugs for which Canadian standards were provided in our 
last revision. A standard for nitrous oxide was retained because 
Canadian manufacturers could make nitrous oxide which was better 
than 98 per cent pure ; some other pharmacopoeias required only 95-per- 
cent purity. Standards for magnesium sulphate, sodium phosphate, 
sodium sulphate and zinc sulphate were all retained because it was 
not practical to store these drugs in Canada under the same conditions 
as in Great Britain. These products are usually found in Canada in 
a dehydrated condition, and hence some provision had to be made so 





PAGE 254 FOOD DRUG COSMETIC LAW JOURNAL—MaAy, 1954 


that they would not*be considered adulterated under the food and 
drugs act. Standards for the cardiac drugs—namely, digitalis whole- 
leaf products and glycoside preparations—were retained because of 
labeling and assay differences with both the British Pharmacopoeia and 
the United States Pharmacopoeia. 


Proper Names of Drugs 


Proper names for drugs have caused the food and drug divisions 
some concern in the past. There have been drugs for which there were 
more than one pharmacopoeial name, or the pharmacopoeial names 
adopted for which have not been acceptable in Canada. Where this 
has occurred, it has been necessary for the food and drug divisions 
to assign names. These names have been placed in a special appendix 
to the regulations. The situation may occur where a product con- 
forms to a pharmacopoeial standard, but the name of the product accepted 
in Canada differs ‘rom the pharmacopoeial name. Fortunately, there 
are not too many of these cases. But where they do occur it is only 
reasonable that they should be labeled to show the authority for the 
standard—otherwise, an analyst would not know to which standard 
the product conformed. 


Establishment of Canadian Pharmacopoeia 


Canada, unlike a good many other countries, has never considered 
that it was necessary to establish a pharmacopoeia of her own. Some 
people have advocated one, but the need has never stimulated a thor- 
ough study by all interested groups in Canada. 

Pharmaceutical companies in the United States and Great Britain 
have had a considerable influence on our drug market and, as a result, 
the majority of the products sold in Canada conform to either British 
Pharmacopoeia or United States Pharmacopoeia standards. And now, 
since the publication of the international pharmacopoeia by the World 
Health Organization, the publication of which received the support 
of the Canadian representatives to the World Health Organization, 
the possibility of establishing a Canadian pharmacopoeia seems even 


more remote. 


Cooperation with Pharmacopoeial Revision Committees 


The food and drug divisions will still continue their cooperation, 
where possible, with the pharmacopoeial revision committees of the 
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British Pharmacopoeia, United States Pharmacopoeia and Pharmacopoeia 
Internationalis in the establishment of standards, but where pharma- 
copoeial standards differ markedly, it may still be necessary to exer- 
cise our prerogative and establish Canadian standards. This has 
already been done in a number of instances, but it seems worth while 


to mention that these Canadian standards have become fewer in num- 
ber in recent years. As a matter of fact, a number of Canadian stand- 
ards will no longer be included in the regulations when the new act 
and regulations are proclaimed. 


It can be said, in conclusion, that pharmacopoeias named in Sched 
ule B of the new Canadian Food and Drugs Act will receive equal 
recognition in Canada when the act is proclaimed. Other drugs, for 
which no standards are given in any of the official works listed in 
Schedule B or in the food and drug regulations, may be sold if labeled 
to show the authority for the standard or if they are paarmaceutical 
specialties sold under the standard established by the manufacturer. 


[The End] 


¢ DRUGS—AMISREPRESENTATION ¢ 


Medicinal preparations . . . A complaint charging misrepresenta- 
tion as to the therapeutic properties and effectiveness of a medicinal 
preparation is dismissed for lack of public interest. In an affidavit, the 
company set out advertising claims made by it since issuance of the 
complaint and stated that it did not intend to make any additional 
claims which would run contrary to the allegations of the complaint 


(Order released April 2, 1954.) 


. The manufacturer of a medicinal preparation is prohibited 
irom representing that its product is of any value in cases of delayed 
menstruation, unless such representation is expressly limited to cases, 
due to iron-deficiency anemia, in which the use of such preparation is 
continued for a period of time not less than one month. (Final order 
issued March 24, 1954; released April 1, 1954.) 


Vitamin-mineral preparation . . . The manufacturer of a vitamin- 
mineral preparation is prohibited from using false and misleading ad- 
vertising in the sale of its preparation. The Federal Trade Commission 
left unchanged the ban on representations that the product is a new 
medical discovery for the treatment of deafness. However, the order 
was modified so as to prohibit claims that the product “will check or 
cure deafness, or will have any value in the treatment of deafness except 
that it may serve as a useful adjunct to other suitable therapy 
(Final order issued April 8, 1954; released April 14, 1954.)—CCH Trane 
REGULATION Reports § 11,682; 11,683; 11,692. 





By SCOTT E. BOHON 


Res Judicata as a Weapon 


of the Federal 





Introduction 

Most of the judicial opinions, and almost all of the law review 
articles which have dealt with the problem of res judicata in the food, 
drug and cosmetic field, have been concerned only with its defensive 
use by claimants and defendants to thwart successive enforcement 
attempts—and the law is by no means completely settled on this 
point. However, for the first time the other side of the problem has 
become important, since the enforcement officials have apparently 
decided to stop fighting res judicata and to take advantage of it as an 
offensive weapon to lighten the burden of proving each succeeding 
case upon its merits." 

A case involving such an offensive use of res judicata was recently 
before the Seventh Circuit—a seizure action in which the government 
contended that its favorable decree in a prior injunction suit was 
res judicata of the adulteration issue involved. One of the major 
defenses raised in this case was that such a procedure “short-circuits” 
the claimant’s right to a jury trial in the libel action.*, However, the 
summary judgment of condemnation was reversed on the facts instead, 
on the ground that the government had failed to prove that the goods 
were packed under the same insanitary conditions.* 


“ 


It is probably significant that the Seventh Circuit was selected 
for this test case, since it was this circuit which handed down the 





1 For example, Willis and Maguire, ‘‘The 
Federal Food, Drug, and Cosmetic Act in 
1950—Judicial Action,"”” 6 FOOD DRUG 
COSMETIC LAW JOURNAL 100, 106 
(February, 1951); Goodrich, ‘‘Enforcement 
and Judicial Progress in 1953,"" 9 FOOD 
DRUG COSMETIC LAW JOURNAL 152, 
160 (March, 1954). 


? Federal Food, Drug, and Cosmetic Act, 
Sec. 304(b): ‘*. . . except that on demand 
of either party any issue of fact joined 
in any such case shal] bé tried by jury.” 

3598 Cases . . . of Tomatoes v. U. &., 
CCH FOOD DRUG COSMETIC LAW RE- 
PORTS { 7283 (CA-7, 1954). 
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In This Research Study, the Author—a Current Fellow in 
the New York University Graduate Program in Cooperation 
with The Food Law Institute—Explores Ramifications and 
Technicalities of the General Principles of Res Judicatu 


controversial ruling in U. S. v. Willard Tablet* that a prior Federal 
Trade Commission action could be res judicata agains* the Food and 
Drug Administration. The government was thus trying to present the 
court with the dilemma of either applying res judicata offensively in 
favor of the government or weakening or overruling Willard Tablet 

An even more important practical aspect of res judicata is the 
spectre raised by recent informal statements of food and drug enforce- 
ment officials that they intend to apply this doctrine after securing 
a mere default judgment in an uncontested seizure action,’ on the 
theory that even in such default proceedings a judicial determination 
of the adulteration or misbranding is made, which is enough to pre- 
clude the later contesting of these issues on the merits. It is at once 
apparent that if this theory is to prevail, a manufacturer takes a 
tremendous risk when he allows a default judgment to be entered 
against a single one of his shipments; nor can he afford to conduct a 
half-hearted defense in any libel proceeding, no matter how geograph- 
ically remote such action may be from his place of business. The 
number of contested seizure cases should rise astronomically if this 
“default use” of res judicata should prove successful. It will be the 
purpose of this discussion to examine the development of the various 
res judicata problems in food and drug cases, and to assess the chances 


#141 F. (2d) 141 (CCA-7, 1944). forcement officials. This was actually done 
5 For example, Willis and Maguire, work in U. 8. v. 3 Devices . . . Magnetic Ray 
cited. This intention has also been ex- (DC Okla., 1950). 

pressed in recent conversations with en- 


257 





PAGE 258 FOOD DRUG COSMETIC LAW JOURNAL—MAY, 1954 


of success of the recent extensions of the doctrine as a weapon of 
enforcement. 

The first important res judicata problem to be recognized in the 
food and drug cases was the effect of a prior criminal action upon a 
later civil case. Then attention centered upon internecine strife 
between various governmental agencies, and the effect of prior FTC 
actions as res judicata against the Food and Drug Administration, and 
vice versa. Finally, the present problem has been reached—the effect 
of prior decisions for or against the same agency. The problems will 
be discussed in this order, since the historical development may cast 
some light upon the results reached in the cases. 


Elements of Res Judicata 


The familiar words res judicata are packed with enough meaning, 
prerequisites, exceptions and variations to fill the major portion of the 
Restatement of Judgments, and to have provoked a tremendous body of 
literature and cases defining, limiting and explaining the term. In one 
of the leading Supreme Court decisions on the subject, Southern Pacific 
Railroad Company v. U. S., Mr. Justice Harlan gave this classic state- 
ment of the rules of res judicata: 

The general principle announced in numerous cases is that a right, question 
or fact distinctly put in issue and directly determined by a court of competent 
jurisdiction, as a ground of recovery, cannot be disputed in a subsequent suit 
between the same parties or their privies; and even if the second suit is for a 
different cause of action, the right, question or fact once so determined must, 
as between the same parties or their privies be taken as conclusively established, 
so long as the judgment in the first suit remains unmodified.* 


The Restatement of Judgments has performed the valuable service 
of providing terminology for at least a clear discussion of the problems 
involved, even though it may not provide the exact answers for. each 
difficult new situation which arises. It uses the term res judicata in a 


broad sense to include all its various effects—‘“merger,” “bar,” “col- 
lateral estoppel,” and “direct estoppel.” The definitions of these terms 
can be briefly summarized as follows: 


“Merger.” A plaintiff’s cause of action merges into a valid and final money 
judgment. The doctrine of merger prevents a plaintiff from splitting his cause 
of action, and is important in private litigation, but is not usually involved in 
Food and Drug cases." 


*168 U. S. 1, 4849 (1897). See also and compare Sec. 46, Comment a (equitable 
Cromwell v. County of Sac, 94 U. S. 195 decree for other than money, where mer- 
(1877). ger does not apply). 

*See Restatement of Judgments (1942), 

Sec. 45, Comment a (money judgment), 
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“Bar.” A plaintiff’s cause of action is barred by a valid and final judgment 
on the merits for the defendant. “The plaintiff is precluded from thereafter 
maintaining an action based upon the same cause of action.” * 


“Collateral Estoppel.” “In a subsequent action between the parties on a 
different claim, the judgment is conclusive as to issues raised in the subsequent 
action if those issues were actually litigated and determined in the prior action.” * 
[Italics supplied. ] 


“Direct Estoppel.” The term direct estoppel means “that the binding effect 
of a judgment as to matters actually litigated and determined in one action 
applies to a subsequent action between the same parties based upon the same 
cause of action, where the plaintiff is not precluded from maintaining such an 
action by the extinguishment of his cause of action under the rules as to merger 
and bar.” [Italics supplied.] 


Generally speaking, therefore, the essential elements for the appli- 
cation of any of the res judicata effects are: 


(1) A valid, final judgment must have been rendered on the 
merits. 

(2) The same parties, or their “privies,” must be involved in both 
actions, 

(3) The same issues must be involved in both actions. If the 
second case involves the identical “cause of action” involved in 
the first case, then there may be merger, bar or direct estoppel. If the 
second suit involves a different cause of action, then only the effect 
of collateral estoppel is important; this will usually be the case in 


the problems discussed here. 


(4) Public policy must not prevent the application of the rules 


of res judicata to the particular situation. 


The ramifications and technicalities of the general princip!<s will 


be explored as they arise in the various food and drug cases. 


Criminal Acquittal as Res Judicata in Civil Actions 


Z-G Herb Cases.—In a seizure case arising in the Southern Dis- 
trict of New York in 1936, U. S. v. 119 Packages . . . Z-G Herbs, 


Judge Hulbert granted the claimant’s motion to dismiss the libel on 


the ground that an intervening criminal information involving the pre- 


’ Restatement of Judgments (1942), Sec. ” Restatement of Judgments (1942), Sec. 
46, Comment b. 45, Comment d. See also Sec. 46, Com- 
* Restatement of Judgments (1942), Sec. ment c. 
45, Comment c. See also Sec. 46, Com- "15 F. Supp. 327 (DC N. Y., 1936). 
ment c. . 
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cise shipment '* had been dismissed on the merits. Among the grounds 
for the demurrer in the criminal case were: 

The count does not charge any offense under the Pure Food and Drugs 
Act ... because the count shows on its face that the statements . . . alleged 
to have been borne by the packages were not statements of curative or therapeutic 
effect, and therefore the count does not charge that the packages bore statements 

. regarding the curative or therapeutic effect which are false and fraudulent. 
[Italics supplied. ] 

The claimant in the seizure action then amended his answer to 
set up this criminal judgment as res judicata and moved to dismiss. 
Judge Hulbert noted that “a judgment upon a demurrer to the merits 
would be a bar to a second indictment in the same words,” although 
“the quashing of a bad indictment is no bar for a prosecution upon a 


good one,” '* and then concluded “that the demurrer was sustained 


upon the ground that the goods were not misbranded. It was, there- 
fore, disposed of upon the merits and not upon a mere technical 


defect." '* Nowhere in the short opinion is any mention mzde of the 
fact that the burden of proof upon the government in the prior crim- 
inal case was heavier than it was in the civil action. This difference 
in burden of proof is the chief argument used by the critics of this 
line of decisions," and has proved persuasive in another line of food 
and drug cases. However, it must not be forgotten that in the Z-G 
Herb case the prior criminal action was disposed of on demurrer on 
what the court considered a matter of law—that the statements on the 
packages were not statements of therapeutic effect at all, and hence 
could not be false and fraudulent statements of therapeutic effect. If, 
as a matter of law, statements are not in the judge’s opinion state- 
ments of curative or therapeutic effect in a criminal case, could they 
be such in a civil case?** Does the difference in the government's burden 








% Does this mean that the two cases, 
criminal and civil, were based on the 
“same cause of action’? See U. 8. v. 
National Association of Real Estate Boards, 
339 U. S. 485, 493, an antitrust case where 
Douglas, J., said: ‘The civil action is 
independent of the criminal cause .... 
It has been repeatedly held tnat though 
the civil suit is bottomed on the same 
facts, it is not barred by the prior judg- 
ment of acquittal in the criminal case.”’ 

%U. 8. v. Oppenheimer, 242 U. S. 85, 87 
(1916) (Holmes, J.). 

™ Cited at footnote 11. 

% Goodrich, ‘‘Enforcement and Judicial 
Progress in 1951 Under the Federal Food, 
Drug, and Cosmetic Act,’’ 7 FOOD DRUG 
COSMETIC LAW JOURNAL 197, 208 
(March, 1952); Turkel, ‘Significant Com- 


ments,"" 7 FOOD DRUG COSMETIC LAW 
JOURNAL 70 (January, 1952): Dickerman, 
“Res Judicata—An Acquittal in a Criminal 
Case Does Not Bar Subsequent Seizure 
Action,’"’ 7 FOOD DRUG COSMETIC LAW 
JOURNAL 293 (May, 1952); Willis and 
Maguire, work cited. 

% Restatement of Judgments (1942), Sec. 
70: “QUESTIONS OF LAW. Where a 
question of law essential to the judgment 
is actually litigated and determined by a 
valid and final personal judgment, the 
determination is not conclusive between 
the parties in a subsequent action on a 
different cause of action, except where 
both causes of action arose out of the same 
subject matter or transaction; and in any 
event it is not conclusive if injustice would 
result.’’ (Italics supplied.) 
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of proof ** really enter into this determination at all? It would seem that 
this should be the test as to whether a matter determined in a criminal 
case should be conclusive in a later civil action. Of course, it can be 
argued that whether or not particular statements allege curative or 
therapeutic effect is not a question of law, but a question of fact—or 
a mixed question of law and fact—and hence should go to the jury in 
every case. Under this view, the burden of proof would seem to 
change. The opinion in the Z-G Herb case does not set forth the chal- 
lenged labeling, but an examination of the original file on the case in 
the Federal Records Building in New York disclosed that the prepara- 
tion was an “herb tea” intended as a laxative, “blood purifier” and 
tonic.** The words complained of in the criminal and seizure cases are 
italicized : 
This package contains our famous Herb Tea No. 17 which gained recognition 
among all classes of people in United Siates, Canada and Europe. This herb 
compound proved to be of unequalled value in all stomach, intestinal, digestive and 


blood disturbances. It is a powerful blood purifier and tonic. One dose is sufficient 
to convince anyone of its wonderful action. 


DIRECTIONS: Place a tablespoon of tea in a cup and pour boiling water 
over it, let stand a couple of hours, strain, sweeten with sugar to taste, and 
drink either cold or warm before going to bed. In mild cases of constipation 
or for tonic effect, use one teaspoonful of tea instead of a tablespoonful. Children 
may take it in a smaller dose, and it certainly will improve their appetitie making 
them strong and healthy. [Italics supplied.] 

Does this labeling, as a matter of law, make or fail to make any 
therapeutic or curative claims? It would seem that the statement “of 
unequalled value in all stomach, intestinal, digestive and blood dis- 
turbances . . . powerful blood purifier and tonic” constitute thera- 
peutic claims, and that the district court in the Illinois criminal case 
committed error in dismissing the indictment. However, was not the 
proper remedy for the government to appeal that dismissal rather 
than to attempt to relitigate the same question in civil actions involv- 
ing the same shipments’? Of course, it must be remembered that if 
the criminal case had gone to the jury under such an erroneous 
instruction as to the law, the government would not have had the 
right to appeal. 

In 1940 a similar result was reached in the Sixth Circuit in a case 
which is identical with 119 Packages . . . Z-G Herbs—involving the 
same product and claimant, and the same earlier Illinois criminal judg- 





“That is, beyond a reasonable doubt * It consisted of senna leaves and parts, 
in criminal cases and preponderance of fennel seed, sassafras bark, wva ursi leaves 
evidence in civil cases. and a small percentage of other plant 


drugs, including equisetum. 
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ment, although these facts do not appear in the reported opinion, 
Sinclair G. Stanley v. U. S*® The Sixth Circuit specifically relied upon 
the case of Coffey v. U. S.,*° which has been under almost continuous 
critical attack since it was decided in 1886. Coffey had been acquitted 
on a criminal charge of using his stills in fraud of the revenue laws. 
The government then brought an im rem forfeiture proceeding against 
the stills themselves on the same charge. However, the Supreme Court 
held that the judgment of acquittal : 

. is conclusive in favor of such person on the subsequent trial of a suit 
in rem by the United States where, as against him, the existence of the same act 
or fact is the matter in as a cause for the forfeiture of the property 
prosecuted in such suit in rem.” 


issue 


The Court expressly held that the difference in burden of proof 
in the criminal and civil cases did not affect this application of res 
judicata. 

Arthur Dickerman, a government attorney, in an article in the 
May, 1952 JournaL * considers the Coffey case and subsequent Su- 
preme Court decisions in great detail, and comes to the conclusion 
that Coffey was based on a confused mixture of res judicata and double 
jeopardy, and: “It has been completely obliterated but without being 


overruled. Though distinguished to death, its interment is yet to 


come.” ** However, as recently as 1950, Justice Douglas mentioned 


Coffey in a footnote, explaining that it had been distinguished but not 
overruled by Helvering v. Mitchell : ** 

Since the Court ruled that the 50 per cent penalty was not a criminal penalty 
but a civil administrative sanction ..., the case was considered distinct from 
Coffey v. U. S. ... which held that the facts ascertained in a criminal case as 
between the United States and the claimant could not be again litigated between 
them in a civil suit which was punitive in character.” 

Thus, Coffey survives, but apparently only in the case where the 
second action is punitive in nature, as contrasted to remedial. Since 
the often-declared purpose of injunctions and seizures under the food 
and drug laws is remedial, to protect the public rather than to punish 





#111 F. (2d) 898 (CCA-6, 1940) (Simons, 
Hicks, Arant, JJ.). The Illinois crim- 
inal indictment contained three counts 
based on separate shipments: one to New 
York, which was the basis for the 119 Pack- 
ages case: one to New Jersey: and one to 
Detroit, Michigan, which was the basis for 
the Stanley case. 

116 U. S. 436 (1886) (Blatchford, J.). 

* Cited at footnote 20, at p. 443. 

*2 Dickerman, work cited. 


% Dickerman, work cited, at p. 303 of 
article. 

™% 303 U. S. 391 (1938). M was acquitted 
of a criminal charge of wilfully attempting 
to evade payment of income tax. Then 
the United States brought a civil suit to 
collect the taxes plus a 50 per cent penalty 
for fraudulent evasion. The acquittal was 
held not to be a bar to the collection of 
the penalty. 

* Cited at footnote 12. 
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the owner, it would seem that Coffey can offer a food and drug manu- 
facturer but little solace. This is the result reached by Judge Weinfeid 
in the Figlia Mia case, below. 


U. S. v. Gramer.—The government has won two recent food and 
drug cases which hold that prior criminal acquittal is not res judicata 
for a subsequent seizure (nor double jeopardy). In U. S. v. Walter W. 
Gramer, Claimant,”* there had been a criminal trial on the merits on 
the drug-misbranding charge before the federal district court in Min- 
nesota in 1949. The judge sitting without a jury adjudged the claimant 
not guilty. In January, 1950, the government filed two libels in Wash- 
ington against subsequent shipments of the same preparation of drugs: 
“It was undisputed that the contents of the bottles, the accompanying 
literature, the labeling, and all of the material issues except criminality 
raised were the same as those involved in the prior 1949 criminal 
action.” ** Summary judgment was grai‘ted for the claimant on the 
authority of Coffey v. U. S.*° However, the Ninth Circuit reversed, 
quoting the opinion of the Third Circuit that “only the shibboleth of 
‘stare decisis’ has saved it [Coffey] from express repudiation.” *° 


Judge Stephens made this decision upon the grounds of public 


policy: 


If the Coffey case is to be considered as the law its doctrine, if taken to rule 
the instant case, would lead to great governmental limitation and public harm. 
An acquittal, even through wholly inadequate proof of violation of the Food, Drug 
and Cosmetic Act, could practically stop the government from preventing the 
sale of a most harmful or wholly ineffective nostrum. Extension of the Coffey 
rule would not be justified unless clearly required.” 


U. S. v. 38 Cases . . . Figlia Mia Brand Olive Oil.—Judge Weinfeld 
in the Southern District of New York case of U. S. v. 38 Cases 
Figlia Mia Brand Olive Oil,** was not so brash as to overrule Coffey, 
pointing out that “a departure from its holding is unwarranted” 
since the Supreme Court had expressly refrained from overruling it as 
recently as 1950, and “its authority was relied on in U. S. v. One DeSoto 
Sedan ** where the facts were on all fours with those in the Coffey 
case.” ** Consequently, he distinguished Coffey on the ground that 
food and drug seizures are remedial rather than punitive—‘that the 





* CCH FOOD DRUG COSMETIC LAW "CCH FOOD DRUG COSMETIC LAW 
REPORTS { 7217, 191 F. (2d) 741 (CA-9, REPORTS { 7211, 99 F. Supp. 460 (DC 
1951) (Stephens, Bone, Orr, JJ.). N. Y., 1951). 

* Cited at footnote 26, at p. 742. = 180 F. (2d) 583 (CA-4. 1950), aff'g per 

* Cited at footnote 20. curiam 8 F. Supp. 245 (DC N. C., 1949). 

2» U. 8S. v. One Dodge Sedan, 113 F. (2d) Dickerman has collected the cases in his 
552 (CCA-3, 1940). article, cited at footnote 15 

* Cited at footnote 26, at p. 744. * Cited at footnote 31, at p. 463. 
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condemnation provision is a civil administrative sanction within the 
rule of Helvering v. Mitchell .. . .” ** In the Figlia Mia criminal case, 
the jury had returned a verdict of guilty. Defendant’s motion to set 
aside the verdict was granted, and a second trial before another judge 
without a jury resulted in a judgment of acquittal. Apparently, there- 
fore, both this criminal case and the Gramer criminal case were 
decided upon the facts, where the burder of proof differs, rather than 
on a demurrer upon a matter of law as was the Stanley (Z-G Herb) 
criminal case. It also appears that the case of 119 Packages . . . Z-G 
Herbs was not called to the attention of Judge Weinfeld, even though 
it was also a decision in the Southern District of New York.* 


Thus, in debating the effect of a food and drug criminal acquittal 
upon later civil actions, there are several points of inquiry. If the 
acquittal is rendered after trial—upon the facts or under an erroneous 


instruction of law—the claimant-defendant must rely upon Coffey v. 
U.S. in pleading res judicata. There are three questions: 


(1) Has Coffey in fact been overruled sub silentio or should it be 


expressly overruled ? 


(2) Should the Mitchell * and Stone ** distinction between “puni- 


tive” and “remedial” actions be overruled ? 
(3) If not, is a food and drug action “punitive” or “remedial” ? 


Since criminal intent is not required, would even a second food 
and drug criminal prosecution be double jeopardy or would it be con- 
sidered “remedial”? Are injunction actions remedial? Are seizures? 
Would a government plea for “restitution” make an otherwise reme- 
dial action punitive? Does the fact that a substandard food cannot be 
brought into compliance with the Act by relabeling affect the “reme- 
dial” character of such a seizure? 

If we accept Coffey, Stone and Mitchell as authoritative, then Judge 
Weinfeld has apparently reached the correct result in Figlia Mia* in 
holding the seizure action “remedial.” The provisions for release 
under bond to bring the article into compliance with the Act are most 


persuasive on this point. 





* Cited at footnote 31, at p. 464. % Helvering v. Mitchell, cited at foot- 
*® There was also some question as to note 24. 
identity of issues between the first Figlia % Stone v. U. S8., 167 U. S. 178 (1897). 
Mia criminal case and the second civil %* Cited at footnote 31. 
action, which may weaken the authority 
of this decision. 
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However, it may be that the Z-G Herb cases stand apart from 
Coffey and remain good law today. A dismissal of a criminal indict- 
ment on a matter of law, or on stipulated facts, should be res judicata 
against the government in subsequent civil actions, at least “where 
both causes of action arose out of the same subject matter or transac- 


tion.” °° 


Criminal Conviction as Res Judicata in Civil Actions 


The opposite side of the question being examined is whether a 
criminal conviction for a violation of the Federal Food, Drug, and Cos- 
metic Act should be res judicata against the same defendant or his 
privies in later seizure or injunction actions. Here the arguments 
based on the difference in burden of proof are not persuasive, since 
the government has already carried a much greater burden of proof 
in the criminal case than would be necessary in the subsequent civil 
action. Consequently it seems that a conviction in a criminal case 
should be res judicata of the issues actually determined.*® However, 
apparently the answer is not this simple. The question arises as to the 
effect of a nolo contendere plea in a criminal action," or a guilty plea.* 
Should they have the same res judicata effect as an actual trial on the 
merits? To complicate the matter still more, it is not difficult to find 


authority to the effect that a criminal conviction is not conclusive of 


the issues for the purposes of a later civil action.** 











® See Restatement of Judgments (1942), 
quoted at footnote 16. 

“This is the opinion expressed in a 
note at 67 Harvard Law Review 632, 685 
(1954) and a note at 65 Harvard Law Re- 
view 818, 878 (1952). 

“The nolo contendere plea should not 
be binding as res judicata on the defend- 
ant, since the issues are not litigated, and 
it should not be an admission against 
interest. Berlin v. U. 8., 14 F. (2d) 497 
(CCA-3, 1926): U. 8. v. Toner, 77 F. Supp. 
908 (DC Pa., 1948) (third-party nolo plea 
may be relevant in a conspiracy case); 
U. 8S. v. Plymouth Coupe, 88 F. Supp. 93 
(DC Pa., 1950) (nolo plea by third party, 
same auto); U. 8S. v. Chevrolet Stylemaster 
Sedan, 91 F. Supp. 272, 275 (DC Colo., 
1950). 

“In a food and drug 
U. 8. v. Higgins & Company, Notice of 
Judgment No. 31151 (1939), quoted in 
Herrick, Food Regulation and Compliance, 
Vol. 2, p. 1164 (1947), the defendant had 
entered a consent decree in an earlier 


criminal case, 


Seizure case; this was later held to be an 
admission against interest in the criminal 
prosecution for the same shipment: ‘‘Al- 
though it may be that the admission of 
the allegations contained in the libel .. . 
is not res judicata of the issues repre 
sented by the information, it is neverthe- 
less, some evidence that here may properly 
be taken into account."’ 

Conversely, a guilty plea would probably 
be an admission against interest in a later 
seizure case. 

“For example, U. 8S. v. Burns, 103 F. 
Supp. 690 (DC Md., 1952); Kusnir v. 
Pressed Steel Car Company, 201 F. 146 
(DC N. Y., 1912); Metropolitan Life v. 
McDavid, 39 F. Supp. 228 (DC Mich., 
1941). Many of the cases making this hold- 
ing do so primarily upon the ground that 
the parties were not the same; but see 
Sta‘e v. Nelson, 33 Wash. (2d) 816, 207 Pac 
(2d) 667 (1949) (civil action to forfeit mis- 
branded feed dismissed on merits despite 
previous criminal trial and conviction). 





PAGE 266 FOOD DRUG COSMETIC LAW JOURNAL—MAY, 1954 


The only case in which the government has contended that a 
criminal conviction under the Act is res judicata in a later civil action * 
was not decided upon that, ground by the court of appeals. It is gener- 
ally unsatisfactory for reasons discussed below. 


Who Are “Parties’’ and “‘Privies’’ in Food and Drug Cases? 


In most of the food and drug cases the parties are the same, since 
the government is the plaintiff in both criminal and civil actions, and 
the manufacturer is usually defendant or claimant. However, should 
a criminal misbranding conviction against a manufacturer be res 
judicata against one of his distributors or customers? Should a con- 
viction of a distributor be res judicata against the manufacturer? The 
summary judgment for the United States against a distributor in the 
recent seizure case of Franklin D. Lee v. U. S.*° was at least partly 
based upon a prior seizure judgment against a similar device in which 
the manufacturer, Gerkey, appeared and then withdrew; it was appar- 
ently also based upon a guilty plea by Gerkey in a prior criminal case, 
although the Tenth Circuit does not mention this. Thus, the precise 
effect of the prior judgments is questionable, and the authority of 
the decision as a precedent for res judicata is further weakened by the 
fact that in the subsequent seizure action: 

Lee admitted that the instructions were false and misleading . . . [and that] 
Lee acted as the agent of Gerkey and followed Gerkey’s instructions. There- 
fore, if any issue of fact remained, it arose because of the allegation by Lee in 


his intervention that sometime before the seizure Lee had abandoned the use 
of the false and misleading instructions.“ 


Obviously the court of appeals decision is a very weak authority 
for the proposition that without such an admission on the part of the 
distributor, the prior uncontested judgments against the manufacturer 
would be res judicata on the issue of whether the instructions were 


false and misleading. 


However, the important question in such cases is whether the 
customer or distributor can be considered to be “in privity” with the 
manufacturer. The Tenth Circuit at one point referred to Lee as a 
“salesman of the devices”; Lee’s affidavit referred to himself as “the 
Oklahoma distributor for Fred Gerkey . . . , that he acted upon 





“ Franklin D. Lee v. U. 8., CCH FOOD quoted in Willis and Maguire, work cited, 
DRUG COSMETIC LAW REPORTS { 7191, at p. 105. 
187 F. (2d) 1005 (CA-10, 1951); cf. the * 187 F. (2d) 1005. 
lower court judgment, U. 8S. v. Four De- * Franklin D. Lee v. U. 8., 187 F. (2d) 
vices . . . Color-Therm (DC Okla., 1950), 1005, at p. 1007. 
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Gerkey’s instructions”; and finally the court described Lee as an 
“agent of Gerkey” who “followed Gerkey’s instructions.” If Lee were 
a mere salaried salesman and title to the device remained in Gerkey, 
then it would seem reasonable that the judgments against Gerkey 
should be binding on his sales force. However, if Lee were an inde- 
pendent distributor who owned the devices in his own right, the 
decision reached by the Tenth Circuit seems clearly erroneous. Since 
no mere salesman would have a sufficient property interest in the 
devices to intervene as a claimant, the inference is inescapable that 
Lee was more than that. The admission that Lee was an agent who 
“followed Gerkey’s instructions” should not change the result, since 
it is well settled that “agents and principals are not, as such, in privity 
with each other within the principles of res judicata.” * 


It is clear that Lee was not an actual party to the earlier seizure 
and criminal actions.** With reference to “privies,” the Restatement 
of Judgments says: 

The word “privy” includes those who control an action although not parties 


to it . . .; those whose interests are represented by a party to the action. . .; 
successors in interest to those having derivative claims.” 


As to “controlling an action,” it is: 


. necessary that the one in whose favor or against whom the rules of res 
judicata operate participate in the control of the action and if judgment is adverse, 
be able to determine whether or not an appeal should be taken. It is not suffi- 
cient that he supplies the funds for the prosecution or defense, that he appears as 
a witness or co-operates without having control.” 

The other situations referred to in the “privity” rule do not in- 
clude the manufacturer-distributor relationship: deals with 
actions by fiduciaries, trustees and authorized agents;™ the others 
deal with class actions, bailor-bailee cases and persons with future 


One 


interests. 


In another recent case, summary judgment was granted for the 


government on a plea of res judicata based upon an earlier contested 





“30 Am. Jur. 976 (1940), ‘‘Judgments,”’ 
Sec. 248: Freeman on Judgments (Fifth 
Ed.), Sec. 469. 

* Restatement of Judgments (1942), Sec. 
79, Comment b: parties ... are 
those persons who are named as parties 
and have a right to control the action 
.. . . A person who has no right to 
appeal from an appealable judgment is 
not a party to it and is not as such bound 
by it." 

*” Restatement of Judgments (1942), Sec. 
83, Comment a. 


*” Restatement of Judgments (1942), Sec. 
84, Comment e. 

™ Restatement of Judgments (1942), Sec. 
85. Illustration 8 under this section refers 
to authorized actions by a consignee on 
behalf of the consignor. This is not the 
situation in the Lee case, but it is con- 
ceivable that a distributor could be ex- 
pressly authorized to defend an action as 
agent for the manufacturer. It is less 
likely that the manufacturer could be con- 
sidered an authorized agent of the dis- 
tributor. 
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seizure in which the same manufacturer was involved, but with a 
different distributor (U. S. v. Blake’s Mineral Compound).** The court 
simply concluded that the claimant-distributor “is in privity with” the 
claimant-manufacturer, “having obtained its title to the seized article 
from the . . . [claimant-manufacturer].” This decision would have 
been sound if the goods involved had been the identical shipment in- 
volved in the 1946 seizure,®* but is highly questionable in the case 
of a different shipment six years later. The Restatement of Judgments 
explains the distinction in this manner: 

If the unsuccessful party were able by a transfer to release from the effect 
of the judgment property or claims which in his hands would be adversely 
affected by the judgment because of the rules of collateral estoppel, the rules 
would have substantially no value to the successful party .... One who takes 
such property with knowledge of the facts is bound by the judgment .. . [but] 


the rule of lis pendens does not apply and hence there is no notice of the effect of 
the rules of res judicata from the mere adjudication ... . 


Thus one who purchased land aiter a judgment in which the title to other land 
was involved and who had no reason to know that the title to the land 
he purchased was affected by the judgment, would not be bound by the judgment. . . . 
In this respect the rule has an effect different from that . . . with reference 
to transferees of the subject matter of the first action.“ [Italics supplied.] 


These two food and drug cases are excellent illustrations of the 


“ 


remark that “significant expansions beyond the traditional scope of 
res judicata are often obscured by an easy invocation of ‘privity’.” © 
Of course, it is always open to the courts to evolve a new concept of 
the meaning of “in privity” to deal with special circumstances. But 
such holdings as are involved in the Franklin Lee and Blake cases should 
be reached only after careful consideration, and after findings that as 
a matter of actual and practical fact the distributor’s interests were 
adequately represented in the prior action to which he was not a party. 
Such holdings should definitely not be predicated upon consent de- 
crees or guilty pleas by third parties, as was done in the district court 
in the Franklin Lee case. Perhaps it will also be necessary to recognize 


the distinction between the case of a distributor who acquires the 
goods before the action against the manufacturer, and the case where 
the manufacturer continues in business. The whole subject of “parties 


2 CCH FOOD DRUG COSMETIC, LAW % Restatement of Judgments (1942), Sec. 
REPORTS {7282 (DC Ida., 1953). The 90: ‘Successors in Interest—Different Sub- 
earlier judgment had been given ‘‘after ject Matter,’’ Comment b. 
trial without a jury’’; hence, it was appar- % ‘Developments in Res Judicata,’ 65 
ently not a default or consent judgment. Harvard Law Review 818, 855 (1952). 

3% Restatement of Judgments (1942), Sec. 

89: ‘Successors in Interest—Same Subject 
Matter."’ 
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and privies” in food and drug cases needs a great deal more judicial 
clarification before res judicata can be generally accepted as a weapon 
of enforcement. 


Interagency Decisions as Res Judicata 


One of the most perplexing problems to arise in the application 
of the principles of res judicata to food and drug cases is that created 
by the concurrent jurisdiction of the Food and Drug Administration 
and the Federal Trade Commission over labeling and advertising. 
While at first glance it might appear that different parties are in- 
volved,in these actions, upon closer inspection it is obvious that the 
plaintiff in each case is the United States. 


George H. Lee Company v. FTC.—The Federal Trade Commission 
was the first agency to feel the effect of an adverse decision against 
another branch of the government. In 1934 a libel proceeding was 
instituted in Missouri charging that 47 packages of “Gizzard Capsules” 
(poultry worm medicine) were misbranded in violation of the Act of 
1906 in that the statements of therapeutic effect were false and fraudu- 
lent. The George H. Lee Company defended and won the libel action. 
Two years later, in 1936, the FTC issued its complaint charging the 
Lee Company with the use of unfair methods of competition in selling 
“Gizzard Capsules” with deceptive and false statements regarding 
therapeutic value. The Commission overruled Lee’s argument that so 
much of the complaint as was based upon representations as to the 
efficacy of its product for the treatment of three kinds of worms in 
poultry was now res judicata. In reversing the Commission’s cease- 
and-desist order, the Eighth Circuit held that the earlier libel action 
was res judicata of the issues presented in the Commission's complaint 
(George H. Lee Company v. FTC). However, the court set this 
limitation upon its holding : 

Whether the Commission, if it had accepted as a fact that the representations 
which had been alleged to be false in the libel proceedings were not false, could 
have found other representations in the advertising . . . which would have 
justified findings and conclusions that petitioner had been guilty of unfair com- 
petition in interstate commerce, we are not asked to decide. . . . The Com- 
mission redetermined an issue which was already settled by a court of competent 
jurisdiction and reached a contrary conclusion.” 

The Eighth Circuit also mentioned, in dictum, that a decision in 
favor of the government in the earlier libel suit would have been 





~ % 113 F, (2d) 583 (CCA-8, 1940) (Sanborn, 5 Cited at footnote 56, at p. 586 
Gardner, Collet, JJ.). 





PAGE 270 FOOD DRUG COSMETIC LAW JOURNAL—MAY, 1954 
res judicata in favor’of the government in later proceedings before 
the Federal Trade Commission : 

If the question of the falsity of the representations of the petitioner contained 
on its labels and circulars had been determined adversely to the petitioner in the 
libel proceeding, it could not have been heard to say in the proceedings instituted 
by the Commission that such representations were true.” 

The court said there were “two issues of fact presented for deter- 
mination in the libel proceeding: (1) Were the challenged statements 
contained in the labels and circulars false? (2) Was the petitioner 
guilty of fraud in making such statements? After a trial, the court 
resolved both of these issues in favor of the petitioner... .”™ It is 
clear that if the libel judgment had been based only upon the govern- 
ment’s failure to prove fraud, such a judgment would not have pre- 
cluded the FTC from later finding that the stutements were in fact 
false and a means cf unfair competition.” 

U. S. v. 15 Cartons Sekow Reducer—tin U. S. v. 15 Cartons 


... Sekov Reducer™ the claimant denied that its remedy for obesity 
was misbranded and contended for immunity here because, as it says, 
the Federal Trade Commission in a proceeding before it has here- 
tofore assumed jurisdiction of and decided the questions here in- 


volved. In this case the claimant’s argument boiled down to the 
proposition that the mere assertion of jurisdiction by the FTC should 
preclude overlapping action by the Food and Drug Administration— 
the principle of “merger” of the government’s cause of action is 
thus being advanced, rather than the principle of “collateral estoppel.” 
There could be no estoppel against the government of matters de- 
cided in the FTC action, since the decision there was in favor of the 
government and against the claimant. The trial judge said: 

Standing on George H. Lee v. FTC . Claimant says the order of the 
Federal Trade Commission renders it immune here. The Government combats 
1 find it unnecessary to decide the question thus raised, because a fair 
and the findings of fact and 
Government, and 


this view. 
construction of the order of the Commission .. . 
conclusions of law therein supports the contentions of the 
the finding here that the labeling is false and misleading.® 


@ Cited at footnote 61. The “claimant 








* Cited at footnote 56, at p. 586. 

* Cited at footnote 56, at p. 584. 

* Restatement of Judgments (1942), Sec. 
68, Comment n, ‘Alternative Grounds’’: 
‘“‘Where the judgment is based upon the 
matters litigated as alternative grounds, 
the judgment is determinative on both 
grounds, although either alone would have 
been sufficient to support the judgment."’ 
See also Comments k, l, m and o. 

"45 F. Supp. 52 (DC Tex., 1942), aff'd, 
139 F. (2d) 197 (CCA-5, 1943). 


relied on George H. Lee v. FTC, cited at 
footnote 56. 

® Cited at footnote 61, at pp. 53-54. ‘‘The 
Order contains findings that ‘Sekov’ is 
not a scientific treatment for obesity as 
claimed, when administered without a 
thorough medical examination may 
be dangerous unless carefully co- 
ordinated to the exact needs of the person 
suffering from hypothyroidism. If, as 
Claimant insists, this Court is bound by 
such findings, Claimant's case is. not 
helped.”’ (Pp. 54-55.) 
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In fact, this would seem to have been a proper case for the offen- 
sive use of res judicata by the government. On appeal, the Fifth Circuit 


affirmed the condemnation in the seizure action. With respect to the 
“res judicata” argument the court said: 

Sekov Corporation contends that the fact that it had been previously pro- 
ceeded against by the Federal Trade Commission barred inquiry by the District 
Court into the questions presented by the Government's libel. There is no merit 
in this contention. The issues in that proceeding were not identical with those here 
presented. Moreover, the power and duty of the District Court to condemn the 


misbranded articles was not impaired or diminished by the former proceeding. 
United States v. Research Laboratories ... .“ [Italics supplied. ] 


U. S. v. Research Laboratories —The Research Laboratories case re- 
ferred to does, indeed, use this broad language denying the applica- 
tion of res judicata to food and drug cases ° 

It is immaterial, if true, that the makers and advertisers of Nue-Ovo coula 
have been proceeded against by the Federal Trade Commission . . . and could 
have been ordered to cease and desist from publishing and distributing the 
circular entitled “What Is Arthritis." The power of the District Court to 
condemn misbranded articles is not impaired, diminished, or in anywise affected 
by the possibility that such misbranding may also be the subject of a cease and 
desist order or even by the fact, if it be a fact, that such an order has actually 
issued.* 

Probably, as in the Sekov case, above, the court is actually dis- 
crediting only the alleged “merger” effect of an actual or potential 
Trade Commission proceeding, and is holding only that the FTC and 
the FDA have concurrent and not exclusive jurisdiction, It is unlikely 
that the Ninth Circuit intended to rule that a prior FTC decision 
adverse to Research Laboratories on the issue of falsity of claims, etc. 
would not constitute a collateral estoppel in the present seizure action.” 
Nevertheless, the words “or even by the fact, if it be a fact, that such 
an order has actually issued” could be construed to mean just that. 
At any rate, this language was more or less thrown in at the end of 
Judge Mathews’ opinion, in which the primary emphasis was on the 
question of whether the literature “accompanied the article in inter- 
state commerce” and whether such advertising matter could properly 
be considered to be “labeling.” The Research Laboratories case is im- 





* Sekov Corporation v. U. 8., 139 F. (2d) * At least ‘the present attitude of the 
197, 198 (CCA-5, 1943) (McCord, Sibley, Ninth Circuit would seem to indicate a 
Hutcheson, JJ.). Would the “‘issues’’ have desire to enhance enforcement of the Act; 
been ‘“‘identical’’ if the government had compare the language used ip Gramer, 
been applying res judicata offensively? cited at footnote 26. Judge Stephens, who 

*U., 8. wv. Research Laboratories, 126 concurred in Research Laboratories, wrote 
F. (2d) 42, 45 (CCA-9, 1942) (Mathews, the opinion in Gramer. 
Denman, Stephens, JJ.). 
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portant, however, since it is relied upon later as authority for a hold- 
ing contrary to George H. Lee v. FTC ™ and U. S. v. Willard Tablet.** 


U. S. v. One Dozen Bottles . . . “Boncquet Tablets.’—The most deci- 
sive holding to the effect that the jurisdiction of the two agencies is 
concurrent rather than exclusive is U. S. v. One Dozen Bottles 
“Boncquet Tablets.” ** In this libel action it was brought to the atten- 
tion of the trial court by attorneys for the claimant that a proceeding 
against the shipper, based upon similar misdescription of goods, was 
already pending before the Federal Trade Commission. The trial 
judge dismissed the libel upon the ground, among others: “. . . (5) 
tkat for all practical purposes the same issues were involved in the 
pending action before the Federal Trade Commission so that to pro- 
ceed with the libel case under the circumstances appeared to be 
duplicitous, costly and unnecessary.” 


On appeal to the Fourth Circuit this dismissal was reversed on 
two grounds: (1) that the relief sought in the libel action—condemna- 
tion of the shipment—could not have been granted by the Trade 
Commission, hence there was no discretionary power to refuse juris- 
diction of an issue already pending in another court and (2) that the 
power of the district court to condemn was not affected by the unex- 
erted power of the FTC to issue a cease-and-desist order against the 
shipper, citing Research Laboratories and Sekov. The court went on to 
say that the problem of res judicata was not reached since “there has 
been no determination by the FTC of the issues raised in the pending 


.. For all that we know, the proceeding before that body may 
** 70 


case. . 
be abandoned or dismissed . . 

It is particularly interesting that the Fourth Circuit saw no con- 
flict between the holding in U. S. v. Research Laboratories ™ and Sekov," 
on the one hand, and George H. Lee v. FTC™ and U. S. v. Willard 
Tablet,’* on the other—all of which it cited. This is to be contrasted 
with the opinion of Judge Black in the case of U. S. v. 33 Bottles of Ri-Co 


Tablets,”> which will be discussed later. 


* Cited at footnote 56. } 

* Cited at footnote 4. 

146 F. (2d) 361 (CCA-4, 1944) (Soper, 
Parker, Dobie, JJ.). In accord are U. 8. 
v. Paddock, 67 F. Supp. 819 (letter ruling), 
68 F. Supp. 407 (judgment) (DC Mo., 
1946): U. S. v. Various Articles . . . “In- 
stant Alberty Food,” 83 F. Supp. 882 (DC 
of D. C., 1949). 

™ Boncequet Tablets case, cited at foot- 
note 69, at p. 363. 


" Cited at footnote 65. 


* Cited at footnote 64. 

™ Cited at footnote 56. 

** Cited at footnote 4. 

™U. 8. wv. 33 Bottles Ri-Co Tablets 
(Alberty, claimant) (DC Calif., 1949), aff'd 
on other grounds, Alberty Food Products 
v. U. 8., CCH FOOD DRUG COSMETIC 
LAW REPORTS {f 7182, 185 F. (2d) 321 
(CA-9, 1950). 
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U. S. v. Willard Tablet —The complementary case to George H. Lee 
v. FTC * is the now-famous case of U. S. v. Willard Tablet Company.” 
This was a seizure action alleging that labeling was false and lacking 
in adequate directions for use. The district court dismissed the libel 
on the claimant’s plea of res judicata based on prior Federal Trade 
Commission proceedings. (The claimant had complied with the order, 
hence there was no court review.) The government, on appeal, argued: 


(1) The issues involved in the libel proceedings were not deter- 
mined by the Federal Trade Commission. 


(2) Unaffirmed decisions of the Commission do not have the 
finality necessary to constitute res judicata. 
(3) There is no mutuality of estoppel. 


(4) The lower court’s holding would impair the enforcement of 
the Federal Food, Drug, and Cosmetic Act. 


(5) The district court improperly dismissed the amended libel 
as to that part alleging inadequate directions for use on the labeling. 


The Seventh Circuit Court of Appeals held directly against the 
government on the first four of these points, but decided against 
the government on the fifth only because the point was not raised 
soon enough."* The court said: 


The facts as stipulated and adopted by the lower court effectively dispose 
of the government’s first contention. The stipulation discloses: (1) that the 
statements relied upon by the government to uphold the charge of misbranding 
are identical with those approved ™ by the Federal Trade Commission; (2) that 
the fundamental issue of fact as to whether the Willard Tablets would give the 
relief claimed was considered ™ by the Federal Trade Commission. We, there- 
fore, have the incongruous situation of one branch of the government approving 





% Cited at footnote 56. 
™ Cited at footnote 4 
Lindley, JJ.). 

% Cited at footnote 4, at p. 144: “As 
appears from the record, this case was 
submitted by both parties upon a stipula- 
tion of ‘all of the facts’ The suit 
was tried upon the issue of res judicata 
as to the whole libel, and the government's 
contention to the contrary comes too late." 

*® Kleinfeld and Goding in their article 
“Res Judicata and Two Coordinate Fed- 
eral Agencies,”"’ 95 University of Pennsyl- 
vania Law Review 388 (1947), state that 
“the stipulation did not use the word 
‘approved’. It referred to a report of com- 
pliance transmitted by the respondent to 
the Commission, and to a reply by the 
Commission that the sample advertising 


(Major, Sparks, 


which comprised the report showed com- 
pliance with the cease and desist order.”’ 

* Article cited at footnote 79. Kleinfeld 
and Goding think it significant that the 
court used the words ‘‘considered by 
the F. T. C."’ rather than ‘‘decided by the 
F. T. C.,”"" although they state: ‘‘The 
Commission had found that ‘such prepara- 
tion when used with such treatment may 
provide relief from the symptoms of dis- 
tress caused by an excess acid condition 
and by stomach and duodenal ulcers which 
are due to or persist because of excess 
acid.’ Par. 7 of Modified Findings. FTC 
Docket No. 3100)."’ 

Is this a direct finding by the Commis- 
sion that the tablets are effective, or only 
a withholding of judgment on this point? 
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the method now pursued by the claimant aygd another branch seeking to condemn. 
This is, to say the least, placing claimant in an embarrassing situation and should 
be avoided if possible.” 

The Court then quoted at length from George H. Lee v. FTC ® 
where : 

The .. . Eighth Circuit upheld, and we think properly so, the defense of 
res judicata. Therein, the condemnation proceedings were instituted prior to the 
action before the Federal Trade Commission.” 

Judge Major also held that the issues of fact tried by the Com- 
mission have “a finality upon which res judicata may be predicated,” * 
and that the doctrine of res judicata is not dependent upon mutuality 
of estoppel. The language of the opinion also indicates approval of 
offensive use of res judicata: 

We agree with . . . [claimant's] contention that mutuality of estoppel is 
not herein involved. We have held that the facts found by the Federal Trade 
Commission are conclusive and binding upon the District Court. The same 
result would obtain if the government were depending upon these findings to sustain 
its charge of misbranding. The doctrine of res judicata is not dependent upon 
mutuality of estoppel by judgment, as is contended by the government. The 
cases cited in support of this contention are not applicable to the instant situation.” 
[Italics supplied.] 

The court did not believe that this decision would impair the 
enforcement of the Food, Drug, and Cosmetic Act “under the facts 
stipulated herein and to which this decision is limited .. .”;** and 
a close look at the case certainly supports this statement, for two 
important reasons : 


(1) The number of times in which the FTC has made findings 
and conclusions in favor of its food and drug respondents is, to 
say the least, negligible. 


(2) Only a mistake in trial tactics by the government attorneys 
in the Willard Tablet case allowed the application of the doctrine of 


res judicata to the count concerning “adequate directions for use,” 


which was, of course, not involved in the FTC action. 


Consequently it is altogether possible that the practical effect of 
the Willard Tablet case should be to enhance the enforcement of the 
Food, Drug, and Cosmetic Act through offensive use of res judicata, 
since the great majority of FTC findings will be adverse to claimants 
rather than in their favor. If an order is too lenient, the Commission 





* Cited at footnote 4, at pp. 142-143. * Cited at footnote 4, at p. “3. 
*2 Cited at footnote 56. * Cited at footnote 4, at pp. 143-144. 
8 Cited at footnote 4, at p. 143. * Cited at footnote 4, at p. 144. 
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has authority to reopen the matter. Nevertheless, Willard Tablet and 
George H. Lee v. FTC have been bitterly attacked in articles by Food 
and Drug Administration attorneys.” 

U. S. v. 14 Cartons “Ayds Candy.”—Aside from the unique 
Willard situation, the only way in which a prior Federal Trade Com- 
mission decision can, as a practical matter, be adverse to the interests 
of the Food and Drug Administration is by having the usual Commis- 
sion findings adverse to its respondent reversed by the court of appeals 
on review. This is also a rare situation in practice, but is just what 
happened in U. S. v. 14 Cartons “Avyds Candy.” ** The Commission 
had found that the representations made by the defendants for their 
candy and reducing plan were erroneous and constituted false ad- 
vertisements. However, upon review, the Seventh Circuit held, in 
Carlay v. FTC, that: 

there is lack of substantial evidence to support the finding that a rigorous 
or restricted diet is necessary 

The Commission says that carrying the plan into execution is not “easy.” 
The term obviously is one of comparative or relative connotation The 


statement of practically all the witnesses is that the plan is easy and simple... . 
Consequently there was nothing deceptive in the advertising in this respect.” 


In the subsequent seizure action, the district court came to the 
conclusion that in the final analysis the same underlying issue was 


Exactly 
Judge 
from 


litigated in the FTC case as was presented by the libel. 
the same advertising matter was involved in both actions. 
Hulen quoted at length from George H. Lee v. FTC® and 
U. S. v. Willard Tablet,” and felt that they were controlling.* 

However, as mentioned above, this decision—along with Willard 
Tablet—is probably of little practical defensive value for manufacturers 
and distributors, since the chances of getting a favorable FTC ruling 
in the first instance are slight, and the chances of overturning on re- 
view an unfavorable Commission finding are even less. On the other 
hand, ironically enough, these decisions which the defendant-claimants 
won, may come back to haunt defendants if the government is success- 
ful in using res judicata as an, offensive weapon of enforcement. 

U. S. v. Five Cases of “Capon Springs Water.”—The next case to 
arise was U. S. v. Five Cases of “Capon Springs Water’®* which stands 





* See footnote 79. 

% (DC Mo., 1946) Notice of Judgment, 
Foods, No. 12862. See Kleinfeld and Dunn, 
Federal Food, Drug, and Cosmetic Act 
1938-1949, p. 182. 

153 F. (2d) 493, 496 (CCA-7, 
(Lindley, Sparks, Major, JJ.). 


1946) 


” Cited at footnote 56. 

™ Cited at footnote 4. 

" See footnote 88 

* 156 F. (2d) 493 (CCA-2, 1946) (A. Hand, 
L. Hand, Clark, JJ.), rev’'g 62 F. Supp. 
736 (DC N. Y., 1945). 
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for two propositions: (1) A prior decision under the Food and Drugs 
Act of 1906 in favor of the claimant to the effect that there was no 
fraud in the labeling,”* is not a bar to proceedings under the Act of 1938, 
since it made no findings as to whether the statements were mislead- 
ing. (2) A prior Federal Trade Commission order forcing claimant 
to cease representing that Capon Springs Water alone would cure various 
diseases is not a bar to proceedings under the Act of 1938. 


Judge Augustus Hand recognized the Willard Tablet rule, but 
pointed out that: 


We cannot understand how a failure to make any finding except that the 
use of “Capon Springs Water” alone would not have curative effects can be the 
equivalent of a finding that the water had the curative effects when not used 
alone . . . . Even if the decision had any relevance here it should operate as 
an estoppel against the claimants pro tanto rather than in their favor. Under 
any possible theory the former decision of the Commission that the representation 
was misleading that the use of “Capon Springs Water” alone would cure the 
various diseases, was a finding of an ultimate fact which under The Evergreens v 
Nunan, 2nd Cir., 141 F. 2d 927, . . . could not be used as a “mediate datum” 
in the present proceeding. . . . in the case at bar no findings in favor of the 
claimants were made in the prior proceeding. They are here attempting to 
use the findings formerly rendered in favor of the United States for their 
benefit - 

The question arises of just what issues and facts are decided in 
one action so as to be res judicata in another. The Restatement of 
Judgments states the general rule in this way: 

Questions of Fact. 

(1) Where a question of fact essential to the judgment is actually litigated 


and determined by a valid and final judgment, the determination is conclusive 
between the parties in a subsequent action on a different cause of action 


(2) A judgment on one cause of action is not conclusive in a subsequent 
action on a different cause of action as to questions of fact not actually litigated 
and determined in the first action.” 

This section is referring only to the collateral estoppel effect of 
res judicata. If the same “cause of action” is involved, a final judg- 
ment extinguishes that cause of action, regardless of what issues were 


‘ 


actually litigated. The comments under this section continue: 


c. Where a question of fact is put in issue by the pleadings and is sub- 
mitted to the jury or other trier of facts for its determination, and it is deter- 
mined, the question of fact is actually litigated, and the judgment is conclusive 
between the parties in a subsequent action on a different cause of action 

™U. 8. v. 94 Dozen .. . Bottles Capon [effect of appeal], 71 [where original court 
Springs Water, 48 F. (2d) 378, aff'd, 51 F. had no jurisdiction directly to determine 
(2d) 913 (CCA-3, 1931). a matter] and 72 [property subsequently 

* Cited at footnote 93, at pp. 495-496. acquired by a party].”’ 

% Restatement of Judgments (1942), Sec. 
68(1): “. . . except as stated in §§ 69 
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f. . . . If a question of fact is put in issue by the pleadings, and at the trial 
the party who has the burden of proof offers no evidence in support of his alle- 
gations, and the court directs a verdict against him, the question is litigated 
and a judgment on the verdict is conclusive between the parties to the question. 


The next comment was changed in 1948 to conform with The 
Evergreens v. Nunan, above; words added at that time are italicized: 


p. Evidentiary facts. The rules stated in this Section are applicable to the 
determination of facts in issue, i. e. those facts upon whose combined occurrence 
the law raises the duty or the right in question, but not to the determination of 
merely evidentiary or mediate facts, even though the determination of the facts in 
issue is dependent upon the determination of the evidentiary or mediate facts.” 

The court’s opinion in The Evergreens case is a good example of 
a judicial philosophy antagonistic to the principle of res judicata, 
and should prove to be a valuable defensive tool whenever the problem 
of res judicata is raised. However, Judge Hand freely admits that his 
distinction between “ultimate facts’ and “mediate datum” is not 
firmly established. But whether or not findings of “ultimate facts” 
can be res judicata as “mediate datum” in later proceedings, the 
Capon Springs Water case can hardly be cited in opposition to Willard 
Tablet or George H. Lee v. FTC, both of which it cited, since here 
there were no prior findings in favor of the claimant-defendant.** In 
fact, Capon Springs Water would have been an appropriate case for 
at least a “pro tanto” offensive use of res judicata. 

U. S. v. 33 Bottles Ri-Co Tablets ( Alberty, Claimant ).—There is one 
case which purports to hold directly opposite to Willard Tablet and 
George H. Lee v. FTC. This is the district court decision in U. S. v. 33 
Bottles Ri-Co Tablets.” 
probably dictum, since upon analysis the case seems much closer to 
the situation discussed earlier in Sekov and Capon Springs Water than 


However, as will appear, this language is 





™ The illustration given under ‘‘eviden- 
tiary facts’’ predates the 1948 changes: 

“14. A brings an action against B for 
breach of contract. B denies that he made 
the alleged contract. At the trial A testi- 
fies that on a certain day B signed the 
contract in New York. C testifies that he 
saw B in London on that day. Verdict 
and judgment for B. Thereafter [if] A 
brings an action against B alleging that 
B assaulted A on the same day in New 
York the judgment in the prior action 
does not preclude A from proving B was 
in New York on the day in question."’ 

Judge Hand said: ‘In the Illustration 
the fact decided in the first suit was a 
‘mediate datum’ in both suits; possibly, 
if it had been ‘ultimate’ in the first, the 
result would have been different."’ 


Judge Hand felt that he was dealing 
with a question of first impression, and 
hence his decision is new law. The Hver- 
greens was a tax case involving tax ‘‘basis’’ 
for a cemetery. In a previous proceeding, 
the Board had found (1) a “‘basis’’ for 
improved lots; (2) cost of improving lots. 
In the second case Hand refused to com- 
pute a ‘“‘basis’’ for unimproved lots by 
subtracting (2) from (1). However, this 
holding is weakened somewhat by the fact 
that “‘so far as appears, the Board did not 
first find the value of the ‘partially im- 
proved’ lots and then add the cost of 
improvement."' 

See the discussion of this case in 65 Har- 
vard Law Review 818, 841-843 (1952) 

*® However, see Kleinfeld and Goding, 
cited at footnote 79 

*” Cited at footnote 75. 
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to the situation in Willard Tablet. Here the Federal Trade Commis- 
sion in an earlier stipulation proceeding *° had ordered the defendant 
to cease from advertising or representing that “Ri-Co Tablets” were an 
adequate treatment for arthritis, rheumatism or gout, but concluded 
with this proviso: 

provided, however, that nothing herein shall be construed as prohibiting 
the representation that according to the principles of the homeopathic school of 
medicine the preparation is of value in ameliorzting the symptoms of muscular 


or ligamcntous pain and stiffness due to arthritis or rheumatism except when 
such symptoms ‘are accompanied by a febrile condition.™ 


It would seem that Judge Black is correct in concluding that the 
Commission did not make an affirmative finding of the homeopathic 
value of the tablets, but merely refraining from making a finding on 


this point. This would be an adequate basis for the decision, without 
the necessity of impugning the holding in Willard Tablet 
Judge Black interpreted the Ninth Circuit’s Research Laboratories 
case,’°? which was discussed earlier as being in direct conflict with 
Willard Tablet and George H. Lee v. FTC, and felt that it was binding 
In this view Judge Black is probably mistaken. In none 


However, 


upon him. 
of the cases which have been examined above have the courts had 
any difficulty in reconciling Research Laboratories with Willard Tablet 
and George H. Lee v. FTC The res judicata question was not urged 
by the claimant on appeal, so the Ninth Circuit was not given an 
104 


opportunity to rule on the question. 


Mail-Fraud Cases —lIt is, of course, obvious that since under the 
1938 Food, 


of any offense, a prior acquittal on a charge of mail fraud would not be 


Drug, and Cosmetic Act “fraud” is no longer an element 


res judicata as to either criminal or civil proceedings under the Act.’ 
This is the same result reached in the Capon Springs Water decision, 
‘false and 


above," where a judgment for the defendant under the 





™ On this point, Judge Black said: 
“What the Trade Commission did appar- 
ently was done pursuant to stipulation. 
Other courts, in independent proceedings 
where the showing is different, are very 
reluctant to consider themselves barred by 


™ Cited at footnote 75. 

™ Cited at footnote 65. 

#8 Cited at footnote 56. 

™ Cited at footnote 75, 
opinion. 

wU, S. v. Dr. 171 F. (2d) 600 


at footnote 3 of 


Kaadat, 
ef. Aycock v. 


a commission's holding on a stipulation. 
Further than that, I do not find that the 
Commission held anything . . 

The effect of an ordinary stipulation in 
court proceedings, as to whether it is bind- 
ing on the parties in subsequent actions, 
is a matter of interpretation of the stipula- 
tion. (Restatement of Judgments (1942), 
Sec. 68, Comment h.) 


(CA-7, 1948): O’Brien, 28 F. 
(2d) 817 (CCA-9, 1928) (dismissal of crim- 
inal information for fraudulent labeling, 
on the merits, was not res judicata in 
postal-fraud order case 11 years later) 

6 Cited at footnote 93. 
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fraudulent” provisions of the 1906 Act was held not res judicata as 
to a proceeding under the new Act where the test of “fraud’’ had 
been discarded. 

But is the converse true? Using res judicata as a weapon of en- 
forcement, would not a prior conviction of “fraud” be conclusive of 
the lesser issue of “false and misleading”? There are apparently 
no cases on the point. 


Should Public Policy Prevent Application of Doctrine of Res Judicata 
in Interagency Cases?—It has been argued by various persons—usually 
enforcement officials—that considerations of public policy should 
prevent the application of the principles of res judicata in this field 


of overlapping agency jurisdiction: 


The application of two separate laws with one general purpose, administered 
by two distinct agencies of the Government, can create an “incongruous situation” 
burdensome on industry. This, however, is more properly a matter of Con- 
gressional rather than judicial dilemma. The question whether the rule of 
res judicata properly should be invoked to prevent separate and full litigation 
under both the Federal Food, Drug and Cosmetic Act and the Federal Trade 
Commission Act has not yet been presented for determination to the Supreme 
Court.” 


The opponents of res judicata find their strongest support in 
the field of tax litigation. In U. S. v. Stone & Downer the Supreme 
Court held that a decision of the Customs Court as to the classifica- 
tion of goods did not have res judicata effect for a subsequent ship- 
ment of identical goods: 

Circumstances justify limiting the finality of the conclusion in customs con- 
troversies to the identical importation The evidence which may be pre- 
sented in may be much varied in the next. The importance of a 
classification and its far-reaching effect may not have been fully understood or 
clearly known when the first litigation was carried through.” 


one case 


The Restatement of Judgments recognizes this principle, but care- 
fully limits it to questions of Jaw as contrasted to questions of fact.'°” 

sesides arguing the public-policy question, Kleinfeld and Goding '”* 
raise several other objections to the application of the principles 


of res judicata: 





recent tax cases, such as Henricksen v. 





% Kleinfeld and Goding, cited at foot- 


note 79. 
8 274 U. S. 225, at pp. 235-236 (1927). 
1” See Restatement of Judgments (1942), 
quoted at footnote 16. The Restatement of 
Judgments also relies on Blair v. Com- 
missioner, 300 U. S. 5 (1937), and other 


Seward, 135 F. (2d) 986; Gillespie v. Com- 
missioner, 151 F. (2d) 903: and Commis- 
sioner v. Arundel-Brooks Concrete, 152 F 
(2d) 225. 

1” See footnote 79 
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(1) Does an FTC decision which may be modified or vacated 
because of change of law or fact, or in the public interest, really 
have sufficient “finality” to support res judicata in a subsequent pro- 
ceeding under the Food, Drug, and Cosmetic Act? 

(2) Is mutuality of estoppel an essential requirement of res judicata? 

(3) Notwithstanding the entry of a cease-and-cesist order by the 
FTC, could the respondent in a subsequent libel for condemnation 
under the Food, Drug, and Cosmetic Act be deprived of his right to 
a jury trial? 

(4) In view of the differences in language in the two laws, 
are the issues sought to be litigated in a condemnation action ever 
the same as those determined in an FTC proceeding? Are there 
significant differences in degree of proof? 

(5) Since an order of the FTC presumably is not res judicata 
with respect to future action by the Commission, should it estop 
another arm of the government operating under a separate Con- 
gressional enactment? 


With this might be contrasted the statement of government at- 


torneys Willis and Maguire after mentioning the offensive use of 
res judicata: “The position that the doctrine of res judicata can be 


invoked by the government, but not by the claimant in a seizure 
?All 


action is, of course, untenable.’ 

In a note in the Columbia Law Review it is suggested that since 
the FTC is an autonomous agency, neither it nor the Food and Drug 
Administration should be concluded by a plea of res judicata founded 
upon a suit conducted by the other in previous litigation.’ 

Professor K. C. Davis, in an exhaustive article in the Texas Law 
Review undertakes to demonstrate that in matters involving ad- 
ministrative agencies, res judicata should be recognized in various degrees. 
With respect to the decision in George H. Lee v. FTC, he suggests : 

Why not .. . build on the idea that degrees of res judicata are possible? 
By winning one case a seller ought not to gain a vested right to continue his 
labeling practices indefinitely; yet prosecution should not be unreasonably fre- 
quent . .. . Factors tending to justify a second prosecution include changes 


in the questioned practices, differences in law or policy of statutes or courts or 
agencies, newly discovered facts or conditions, and the mere passage of time. 





™ Willis and Maguire, work cited. res judicata should apply against the gov- 

12 “Res Judicata and Intra-Governmental ernment in ‘“‘nonregulatory’’ actions, but 
Inconsistencies,’ 49 Columbia Law Review should be only a matter of judicial dis- 
640 (1949). When the same agency is in- cretion if the proceedings are ‘‘regulatory."’ 
volved in both suits, it is suggested that 
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A second prosecution for continuing a practice is quite different from a second 
prosecution for the same act or acts.™ 


Professor Davis’ argument is based on the Raladam decision, 
which serves as an introduction to the next phase of inquiry—suc- 
cessive enforcement actions by the same agency. 


Intra-Agency Decisions as Res Judicata 
Successive Federal Trade Commission Proceedings.—In 1929, the 
Federal Trade Commission found that the Raladam Company had 
used unfair methods of competition in selling its obesity remedy 
“Marmola” by making deceptive statements concerning its qualities. 
The court of appeals vacated the cease-and-desist order on two 


grounds: (1) that the evidence failed to disclose the existence of com- 


petition and (2) that it was not shown that the representations that 
Marmola was a safe and scientific remedy were in fact false.*** The 
Supreme Court affirmed solely on the ground that no substantial com- 
petition was shown to have been threatened or injured by the alleged 


unfair methods. The Commission’s motion to modify the order to 
permit the taking of additional evidence on the question of injury to com- 


petition was denied by both the court of appeals and the Supreme Court." 


The Commission filed a new complaint against Raladam, charg- 
ing violations of the Act subsequent to the date of the first cease-and 
desist order, and this time made detailed findings as to the existence 
and threat to competition. Upon review the court of appeals refused 
to hold that the issues were res judicata, since: “This case involves 
a different time period and representations which raise issues other 


"116 However, 


than whether Marmola is a safe and scientific remedy.’ 
upon the merits, the Sixth Circuit again held that the Commission had 
failed to prove an injury to competition. The Supreme Court, on the 
other hand, found sufficient evidence from which to infer an injury to 
competition and directed that the order of the Commission be affirmed. 
Mr. Justice Black, speaking for the Court, had very little to say about 
the res judicata arguments ; in referring to the first Raladam case he said: 

It is clear that the reasons for refusing to enforce the Commission’s order 
are grounded upon the inadequacy of the findings and proof as revealed in the 


aa Davis, “Res Judicata in Administra- 
tive Law,"’ 25 Texas Law Review 199, 215- 


bases the judgment upon two alternative 
grounds, and an appellate court affirms 
the judgment solely on one of the grounds, 





216 (1947). 

14 Raladam Company v. FTC, 42 F. (2d) 
430 (CCA-6, 1930). 

™ FTC v. Raladam, 283 U. S. 643 (1931). 
See also Restatement of Judgments (1942), 
Sec: 68, Comment n;: ‘‘Where the trial court 


the judgment is not conclusive in a sub- 
sequent action in which the other ground 
is in issue.”’ 

"6 Raladam Company v. FTC, 123 F. (2d) 
34, 36 (CCA-6, 1941). 
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particular record then before this Court. Hence, these reasons are not controlling 
in this case, arising as it does out of different proceedings and presenting different 
facts and a different record for our consideration.™ 

The Court was also of opinion that the denial in the first case 
of the motion to offer additional evidence on the question of com- 
petition should not be given a res judicata effect. It is not too easy to 
discover exactly why the Supreme Court felt that the principles of 
res judicata were inapplicable to the second Raladam case. Was it 
because all that was decided in the first case was that there was 
then no injury to competition? Would there have been the same 
result if the first case had been decided upon the ground that in fact 
Raladam’s representations were true (or not proved false)? It is 
obvious that the fact of “competition” can change withif a very 
short time. Can the fact of the “truth of therapeutic claims” change 
within as short a time? The lapse between the first and second Com- 
mission proceedings in the Raladam cases was approximately six years. 
Could this be considered a harassment of the respondent? Professor 
Davis, in commenting on this case, suggests : 

The doctrine of res judicata should prevent a second prosecution for the same 
act or acts. And it should prevent an agency from harassing a respondent by 
repeated prosecutions for continuing the same practices. But it should not 
prevent an agency, after a decent interval, from testing the question whether or 
not the law or policy concerning continuing practices may have changed.” 

Both the Raladam cases were instituted before the 1938 Wheeler- 
Lea Amendment to the Trade Commission Act. One of these changes 
dispensed with the necessity of proving an injury to competition; 
hence, the actual holding in the second Raladam case is now of little 
interest. But it is a matter of speculation whether the changes with 
regard to the “finality” of Commission orders have changed the law 
with respect to res judicata. In Willard Tablet, the court quoted from 
U. S. v. Piwma*** to the effect that the purpose of the “finality” provisions 
was “to bring the doctrine of res judicata into the Federal Trade Com- 
mission’s jurisprudence.” Piuwma, however, was a contempt action 
to enforce the Commission’s order, and holds only that the order was 


res judicata against the defendant. It is possible that Commission 


orders, and reviewing decisions, may be res judicata against defend- 
ants, but not against the Commission. This may seem unfair, but 
the statute gives the Commission power to modify its order to relieve 
a respondent should circumstances change. 





m™ FTC v. Raladam, 316 U. S. 149, 150- ™8 Cited at footnote 113, at p. 209. 
151 (1942). See also pp. 152-153. "1° 40 F. Supp. 119, 122 (DC Calif., 1941). 
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Prior Injunction Action as Res Judicata.’*°—The question was re- 
cently presented to the Seventh Circuit Court of Appeals as to whether 
a decree in favor of the government in a contested injunction suit is 
res judicata of the issues involved in a later seizure action.*** One of the 
principal defenses raised by the claimant was that such a ruling would 
“short-circuit” his right to a jury trial in the seizure action.’*? In 
the injunction suit, the judge found that the claimant’s entire 1951 
food pack had been prepared under insanitary conditions and that 
samples of the 1951 pack disclosed fly eggs, etc. The judge enjoined 
the interstate shipment of any of the 1951 pack still in stock. No 
appeal was taken. However, an Indiana state court later found that 
the 1951 stock on hand was not adulterated, and refused to condemn 
it. The government then filed the present libel actions to condemn 
three interstate shipments of the 1951 pack which had been made 
shortly before the injunction suit was filed. The district court granted 
summary judgment of condemnation on the ground that the prior 
equity decree was res judicata of the issue of adulteration. 

The issues on appeal as outlined in the government’s brief were: 
(1) whether the district court had properly granted the government’s 
motion for summary judgment based on admitted facts and findings, 
conclusions, and a final judgment in a prior injunction suit between 
the same parties—involving the same packing plant and canning 
season—and canned tomatoes bearing the same identifying marks; 
(2) whether an injunction judgment may operate as res judicata in 
a subsequent seizure action, in light of the claimant’s inability to 
obtain a jury trial in the injunction case; and (3) whether a state 
court judgment in a case in which the United States was not a party, 
entered after the final judgment to which the United States was 
a party, nullifies the res judicata effect of the injunction judgment. 

However, the court of appeals did not rule on these interesting 
questions of law, but instead reversed the summary judgment of 
condemnation on the ground that the code numbers had not been 
changed every day and that hence there was no showing that these 
tomatoes were packed under the same conditions as those involved 
in the injunction action, even though they bore the same code 


numbers. Although this case is still pending, it may not be improper 
‘ 





™ Cited at footnote 2: 





2 The problem of ‘‘prior criminal actions 
as res judicata’’ has been discussed above. 

121 Cited at footnote 3. Judge Schnacken- 
berg’s language may indicate that res 
judicata will never be appropriate in adul- 
teration cases. 


. procedure 
o + oe oud in admiralty; except that 
on demand of either party any issue of 
fact joined in any such case shall be tried 
by jury r 
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to examine briefly the chief questions involved. Assuming that the 
principles of res judicata are to be applied in some degree in food 
and drug cases, should the fact that a jury trial is not available in 
an injunction suit prevent a res judicata effect on a seizure action where 
the statute guarantees a jury trial? In its brief the government cited 
three cases in support of such an offensive use of res judicata: 
U. S. v. Munsingwear,’** Hopkins v. Lee,** and Thompson v. Roberts.‘*° 
To these might be added citation of the Restatement of Judgments: 


Questions of fact .... 

Comment j . . . . Where in a proceeding in equity a question of fact is 
actually litigated and determined by a valid and final decree, the determination is 
conclusive between the parties in a subsequent proceeding either at law or in 
equity on a different cause of action.™ 

As an illustration of this principle, the Restatement of Judgments 
gives the case in which on the same day 4 and B make separate con- 
tracts for the sale of land and the sale of a horse. A brings suit 
in equity for specific performance of the land contract, but B alleges 
that he was an infant when the agreement was made: 

Verdict [?] and judgment [decree ?] for B. Thereafter A brings an action 
at law against B for damages for breach of the contract to sell him the horse. 
The judgment in the prior suit is conclusive that the defendant was an infant 
when the contract was made.™ 

It is doubtful that any significance should be attached to the 
reference to a “verdict” in this illustration. But more seriously, it 
does not appear that the Restatement of Judgments has actually con- 
sidered the problem of allowing an equity plaintiff to “short-circuit” 
a defendant’s statutory right to a jury trial. One of the traditional 
prerequisites for equity jurisdiction to grant an injunction has been 
that the plaintiff must prove that he has no adequate remedy at 
law. Nevertheless, numerous other sections in the Restatement of 
Judgments also refer to the res judicata effect of actions at law and suits in 


equity upon each other.'** 


The Munsingwear case '*° cited by the government is a complicated 


one involving a complaint for violation of maximum price regula- 


23178 F. (2d) 204, 207-209 (CA-8, 1949); 1383 Restatement of Judgments (1942), Sec. 
340 U. S. 36, 37-39 (1950). 46, Comment c; Sec. 52, Comment d; Sec. 
1246 Wheat. 108, 19 U. S. 108, 112 (1821). 64, Comment c; Sec. 65, Comment c. 
324 Howard 233, 65 U. S. 233, 240 ™ Cited at footnote 123. Mr. Justice 
(1860). Black (who wrote the opinion in the second 
12% Restatement of Judgments (1942), Sec. Raladam case) dissented on the ground 
68, ‘‘Questions of Fact,’’ Comment j. that res judicata should not be applied 
21 Restatement of Judgments (1942), Sec. under these circumstances. 
68, ‘Questions of Fact,’’ Comment j. 
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tions which (1) asked for an injunction and (2) sought treble damages. 
Briefly, however, the case stands for the proposition that a judg- 
ment for the defendant in an injunction action is res judicata against 
the plaintiff in a later action at law. Note that here the defendant has 
not been denied his right to a jury trial in the treble damage action 
at law, and the government cannot complain of being denied its 
right to a jury trial in the later action at law, since as plaintiff 
it had the option of bringing the law action first. Similarly, neither 
of the older cases cited by the government really comes to grips 
with the problem of “short-circuiting” the jury. In Thompson v 
Roberts,’ the defendant himself first offered in evidence part of the 
earlier equity record; then the plaintiff put in the whole record. 
In Hopkins v. Lee, the defendant himself had brought the earlier 
equity proceeding and, hence, had little reason to complain of being 
denied his right to a jury trial. As a practical matter, the problem of 
jury trial was apparently never raised in these cases. 


Setting aside the question of jury trial, there would seem to be 
no logical or ethical reason to deny res judicata effect to a decree 
secured by the government in an injunction suit if the parties are 
identical and the same decisive issue is involved in both suits- 
such as conditions during the 1951 season in claimant-defendant’s 
plant. However, the Canned Tomatoes case illustrates that res judicata 
is more easily applied to misbranding cases than to adulteration cases. 


The government is clearly correct in arguing that the decision of 
a state court, to which it is not a party, should not bind it. Con- 
versely, a decision in favor of the government against a manu- 
facturer or packer should not be res judicata against any of his 
customers (wholesalers or retailers) who were not actually parties 
to the action, even though canned tomatoes with the same serial 
numbers may be involved. However, compare Franklin D. Lee v 
U’. S.,*** which was discussed above. 


Prior Seizure Actions as .Res Judicata.—It is with respect to the 
res judicata effect to be given to in rem seizure actions that the greatest 


difficulty arises. Section 304 of the Food, Drug, and Cosmetic Act 


1% Cited at footnote 125. 2 Cited at footnote 44. Where the par- 
141 Cited at footnote 124. The problem ties in the actions are the same and the 
of ‘“‘short-circuiting’’ a jury would also same issue is litigated twice with incon- 
arise if FTC proceedings would be con-_ sistent results, the last Judgment prevails 
sidered res judicata in later law actions. Restatement of Judgments (1942), Sec. 68, 
Comment u; Sec. 42; Sec. 43, Comment d. 
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provides for the seizure of adulterated and misbranded articles, and 
restricts “multiple seizures” in misbranding cases: 

Provided, however, That no libel . . . shall be instituted . . . for any 
alleged misbranding if there is pending in any court a libel . . . based upon 
the same misbranding . . . except that such limitations shall not apply (1) when 
such misbranding has been the basis of a prior judgment in favor of the United 
States, in a criminal, injunction, or libel for condemnation proceeding under 
this Act. [Italics supplied. ] 

Did Congress by this language mean that such prior judgment 
should be considered res judicata of the issue of misbranding in the 
multiple seizures?'** Provision is also made for consolidation of 
multiple seizures for trial, yet the Congressional intent is clear that 
the claimant is not entitled to demand trial in his home district, 
but only in “a district of reasonable proximity to the claimant's 
principal place of business.” *** Congress thus intentionally placed 
the claimants in seizure actions at a practical disadvantage in pro- 
ducing witnesses and conducting defenses. Even more drastic are 
the decisions in “single-seizure” adulteration cases where the claimant is 


not even entitled to removal to a “district of reasonable proximity.” '* 


The cases are now fairly well agreed that the statutory reference 
to admiralty procedure in seizure cases is virtually meaningless 
that once the article has been seized and brought within the jurisdic- 
tion of the district court, the rules of civil procedure apply, rather 
than the admiralty rules.**° 


The seizure cases actually present three distinct issues: 


(1) Should a fully contested seizure action be res judicata of the 
issues actually litigated and adjudicated? Who should be bound? 


(2) Should a seizure action in which a claimant appears but does 
not defend, or consents to the condemnation decree, be res judicata 
of the issues involved in the libel? Who should be bound? 


"3 Cf. National Remedy v. Hyde, 53O F. 1% For example, Alberty Food Products 
(2d) 1066 (CCA D. C., 1931), where the v. U. §8., cited at footnote 75. Several 
plaintiff was granted an injunction against eases have denied claimants the right of 
multiple seizures; the plaintiff had pre- civil discovery—for example, U. 8S. v. 88 
viously won a seizure action. This seems Cases ... “Bireley’s Orange Beverage,’’ 
to be the situation Congress had in mind. 5 F. R. D. 503 (DC N. J., 1946); however, 

% Federal Food, Drug, and Cosmetic compare U. 8. v, 20 Cases... Jell-O... 
Act, Secs. 304(a) and (b). U. 8. wv. 91 Pudding, 77 F. Supp. 231 (DC N. Y., 
Packages . . . “Nutrilite,” 93 F. Supp. 763 1947); and U. 8S. v. 300 Cans . . . Black 
(DC N. J., 1950); U. 8. v. 600 Units Nue- Raspberries (DC Ohio, 1947). 

Ovo, 60 F. Supp. 144 (DC Mo., 1945). In U. 8S. v. 74 Cases “Cobbs .. . Plum 

15 Clinton Foods, Inc. v. U. 8., CCH Jelly”? (DC Minn., 1947), the court denied 
FOOD DRUG COSMETIC LAW REPORTS a motion by the purchaser-claimant for 
{ 7200, 188 F. (2d) 289 (CA-4, 1951); U. S. permission to file a cross-complaint against 
v. 74 Cases of “C. C. Brand Oysters,’’ 55 the seller-claimant for breach of warranty, 
F. Supp. 745 (DC S. C., 1944). on the ground that the libel proceeding 

was strictly a matter in rem. 
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(3) Should a default judgment of condemnation be res judicata 
of the issues involved in the libel? Who should be bound? 


In the case of contested-seizure actions which are fought out on 
the merits by the claimant and the government, the strongest argu- 
ment is presented for application of the principles of res judicata to 
subsequent actions. This was the situation involved in the leading 
case of George H. Lee v. U. S.,2" which arose under the seizure sec- 
tions of the Insecticide Act of 1910. In August, 1927, the govern- 
ment seized in Missouri certain interstate shipments of “Lee’s Lice 
Killer” and in September, 1927, seized additional shipments of the 
same product in California. A trial on the merits of the misbranding 
charge was held in the Missouri case, resulting in a decree in favor 
of Lee. The government did not appeal, but continued to press the 
California case. However, the Court of Appeals for the Ninth Circuit 
held that the government was bound by the res judicata principle of 
collateral estoppel from relitigating the issue of misbranding, since 
“the only real issue decided in the former proceding is the one real 
underlying issue in the present proceeding.” 


The court recognized the possibility of offensive use of res judicata: 


If the government is not bound by an adverse judgment, neither is the appellant 
Hence, without modifying its formula or changing its labels, it could, notwith- 
standing the decree herein, ship its preparation into other territory, and indeed 
into the same territory, with the hope of a more favorable result elsewhere or 
next time should the government bring other libels.™ [Italics supplied. ] 

The court did not think that the customs case of U. S. v. Stone & 
Downer *** should be extended beyond that “special field of litigation 
quasi-administrative.” 


> 4 


The next reported case was U. S. v. 17 Bottles “SB. & i.” 
The claimant had won an earlier verdict and judgment in a libel 
action in New Hampshire in 1922. In 1929, the government filed 
another libel in Maryland. This time the claimant withdrew its 
claim and consented to the condemnation, since it had discovered a 
minor misstatement in the labeling, and planned to revise the labeling 
entirely. The government was not satisfied with the revision, and 
filed the present libel in 1931. Judge Chesnut ruled: that the 1922 
case was not res judicata against the government on the question of 
the manufacturer’s honest belief in the label representations as of 


~ at 4] F. (24) 460 (CCA-9, 1930) (Dietrich, 1 Case cited, footnote 108. 
Rudkin, Wilbur, JJ.). “055 F. (2d) 264 (DC Md., 1932) (Ches- 
1% Cited at footnote 137, at p. 462. nut, J.). 
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1931,"* and that the 1929 consent judgment was not res judicata against 
the claimant, since it was not a trial on the merits. It seems manifest 
that Judge Chesnut was perfectly correct in both of these rulings. 


As was pointed out earlier, a judgment for the claimant in a 
libel proceeding under the Food and Drug Act has been held res 
judicata of the issues involved against the Federal Trade Commission 
(George H. Lee v. FTC).‘* 

In a recent district court case, U. S. v. 17 Cases... Nue-Ovo,'** the 
governme,t successfully pleaded res judicata bascd upon two prior 
contested-seizure actions. Here the labels read “Nue-Ovo for Rheu- 
matism and Arthritis.””. The government contended that this was false 
and misleading in that it represented that the product was effective 
in the treatment of these diseases, and that on this issue judgments 
had been rendered in favor of the United States in two cases.'** The 
defense offered by the claimant in the Illinois action was that differ- 
ent issues of law and fact existed, since new language was being 
added to the labels: 

IMPORTANT 

Many users believe NUE-OVO has brought them relief, but experts differ 
as to its merits. It is prescribed by some doctors although not generally accepted 
by the medical profession. If it does not relieve you after a fair trial in accord- 
ance with the directions, discontinue its use. Any guarantee to induce the pur- 
chase of NUE-OVO is unauthorized. 

Judge Campbell held that the juries in the previous cases, in 
determining that the product was ineffective in the treatment of these 
diseases, must necessarily have found that there was not an honest 
difference of opinion as to effectiveness. There may be some question 
as to whether the juries did in fact decide the question of “honest 
difference of opinion” in the earlier cases. However, essentially this 
case holds that slight changes in labeling do not make new issues for 
the purpose of avoiding the effect of res judicata.*** The claimant in 
this case offered to stipulate that the medical testimony would be the 
same as in one of the earlier cases. How much significance should 
be put upon the judge’s remark that “the quality of the testimony 
would not be altered here in view of claimant’s offer to stipulate” 





1 Under the Sherley Amendment to the 43 (DC Ill., 1949). Kleinfeld and Dunn, 
Act of 1906, it was necessary for the gov- Federal Food, Drug, and Cosmetic Act 
ernment to prove therapeutic claims both 1949-1950, p. 124. 
false and fraudulent. ™ U. 8. v. 143 Packages Nue-Ovo, 51 F. 
™ Cited at footnote 56 (‘‘Gizzard Cap- Supp. 1 (DC Wash., 1943), and U. 8. v. 
sules’’ for worms in poultry). 600 Units of Nue-Ovo (DC Wash., 1946), 
aff'd in 167 F. (2d) 410. 
1 Cited at footnote 52. 
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is debatable. Would an affidavit to the effect that a substantial 
amount of new medical-opinion testimony would be presented pre- 
vent the application of the principles of res judicata? *** 


The Restatement of Judgments would seem to require the same 
result for in rem seizure actions which are contested on the merits.** 
However, this result is to be contrasted with the familiar practice 
in actions which are “quasi im rem,” in which a defendant is allowed 
to make a limited appearance for the purpose of defending on the merits: 


If, in a proceeding begrn by attachment or garnishment or by a creditors 
bill in a court which has no jurisdiction over the defendant, he enters an appear- 
ance for the purpose of contesting the validity of the plaintiff's claim, he does 
not thereby subject himself personally to the jurisdiction of the court, if in 
appearing he states that he does not submit himself to the jurisdiction of 
the court. 

Comment a. and the judgment in the action is effective only with respect 
to the property the doctrine of res judicata does not apply because the 
court had no jurisdiction over the defendant 

the determination of the issues is not binding on the parties by way of 
collateral estoppel since the court has no jurisdiction over the defendant 
personally.” 


It is not beyond the realm of possibility that this was the type 


of judgment which Congress really had in mind when it authorized the 


“libel for condemnation” procedure in food and drug cases. Shortly 
after the passage of the Act of 1938, Frederick P. Lee in an article 
in Law and Contemporary Problems argued that the principles of res 
judicata should not be applicable : 


It means that the government could not afford to lose a single case brought 
against an article of food or drugs. The question also arises as to whether 
the claimant would be estopped after a decree of condemnation in favor of the 
government 

Food and drug cases are often presented to courts not fully informed as to the 
nature of the Act, and equally as often presented by inexperienced assistants to 
district attorneys. Also, the inconsistencies in jury verdicts are notorious, Fur- 
ther, formulas and therapeutic claims vary from year to year 
A mere change in prevailing medical opinion would often cause valid the rapeutic 
claims to become invalid or conversely. There are bound to be variations in 
any two cases between the evidence presented and the manner of presentation. 








1* Summary judgment based on res judt- 
cata was granted for the government in 
U. 8. v. Three Devices . . . Magnetic Ray, 
cited at footnote 5. Both of the earlier 
cases relied upon were default decrees: 
U. 8. v. Six Magnetic Ray Devices (DC 
La., 1940) and U. 8. wv. Bight Magnetic 
Ray Devices (DC Mich., DC La., 1944). 
No appeal was taken. 

Restatement of Judgments (1942), Sec. 
2 “Judgments in Kem,’ Comment c: ‘If 


a claimant appears generally in the pro- 
ceeding and litigates a question, the deter- 
mination of the question is res judicata 
in a subsequent action between him and 
the plaintiff."’ 

™ Restatement of Judgments (1942), Sec 
40, Comment a. In a few states any ap- 
pearance is construed to be a general 
appearance. 
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These are practical considerations that indicate that the doctrine of res judicata 
should not be applicable. 

To this might be added the defensive disadvantage already noted 
—that the defendant-claimant cannot try seizure actions in his home 
district, and may have genuine difficulty in supplying counsel and 
The cost of defense 


witnesses to geographically remote libel actions. 
may be wholly disproportionate to the amount of property involved. 


Obviously, the problem becomes much more acute when the 
government attempts to rely upon uncontested or default seizure judg- 
ments as res judicata of the issue of adulteration or misbranding in- 
volved in the libel. This contention seems wholly contrary to the 
basic principles of res judicata for several reasons: First, there is no 
identity of parties-defendant; different shipments of the product are 
involved and different distributors will be involved, even though the 
manufacturer is the same in both cases. Second, there is no “actual 
litigation and determination” of the issues where judgment is given 
by default. The Restatement of Judgments makes this adequately clear 
in several comments: 

Questions of Fact... . 

f. Failure to deny plaintiff's allegations In a subsequent action based 
upon a different cause of action defendant is not precluded from denying the truth 
of the allegations of the plaintiff's complaint in the original cause of action. This 
is true where the defendant denies only one of several allegations, or where he 
interposes only an affirmative defense, or where he permits judgment to be given 
against him by default 

Where an action is brought against the defendant and although he is duly 
served with process he fai's to appear or answer, and judgment by default is rendered 
against him, the judgment is conclusive as to the cause of action upon which the 
action was based. But in a subsequent suit based upon a different cause of action 
the judgment is not conclusive as to the truth of allegations in the plaintiff's 
complaint.” 

The only way in which the government can escape the force of 
these well-settled rules is by contending (1) that they are erroneous 
or are not to be applied to this special class of cases or (2) that the 
second libel action is not upon a “different cause of action,” but upon 
the same cause of action—particular words of misbranding, etc. Most 
of the cases, however, have assumed that a technical identity in cause 





1” Lee, ‘‘The Enforcement Provisions of 
the Food, Drug, and Cosmetic Act,"’ 6 
Law and Contemporary Problems 70, 84 
(1939). See also the rationale used by the 
Restatement of Judgments (1942), Sec. 40. 

1%” See also Restatement of Judgments 
(1942), Sec. 68, Comment d-e, g, i, l.: See 


also U. 8S. v. Higgins & Company, cited at 


footnote 42, where the defendant entered 
a consent decree in a seizure case and this 
was later held to be an ‘‘admission against 
interest’’ in a criminal prosecution for the 
same shipment; the court recognized that 
res judicata was not involved. 
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of action does not exist, since each libel proceeding relates to a dif- 
ferent shipment of the same product.’™ 


Nevertheless, the court of appeals opinion in the Franklin D. Lee 
case,"*? which was examined above, appears to be a holding that a 
summary judgment against a distributor can be predicated upon an 
earlier uncontested seizure action in which the manufacturer and a 
different distributor intervened and then withdrew. The Franklin D. 
Lee case is a very weak authority for this ruling, inasmuch as the 
distributor there admitted the misbranding, but it indicates the direc- 
tion in which the enforcement officials are now heading. Under these 
circumstances it is obvious that serious consideration must be given 
to the possible consequences before a manufacturer allows a default 
judgment to be entered against one of his shipments. Even more 
serious. consideration must be given to the possible cumulative effects 
of a consent decree, either in Federal Trade Commission proceedings, 
or in food and drug cases. Res judicata may turn out to be a very 
potent weapon of enforcement. [The End] 


© DEVICES—MISREPRESENTATION * 


Therapeutic device . . . Since a manufacturer's corset-type back 
supporters and braces will not cure spinal tuberculosis, spinal deformi- 
ties, arthritis of the spine or spinal curvature, advertisements making 
claims of this nature must be discontinued. Under the order, the manu- 
facturer may not represent that its devices will cure other conditions, 
such as backache, contraction of the muscles, weariness, etc. In addi- 
tion, the order prohibits unqualified claims that the devices constitute an 
effective treatment for these conditions. (Final order issued March 30, 
1954; released April 7, 1954.) 


Hair-removing device . . . False advertising of an electrolytic 
hair-removing device, including nondisclosure of the potential dangers 
involved in its use, is charged. Contrary to advertising claims made for 
the device, the complaint says that its use is not a safe method for hair 
removal by individual self-application. (Complaint issued March 18, 
1954; released March 31, 1954.) 


Shoe inserts . . . A company engaged in the sale of a shoe-insert 
device is prohibited from representing that the device possesses any 
therapeutic value for aching feet or in the treatment of calloused feet, or 
that its use will assist in balancing the feet or body. (Final order issued 
March 12, 1954; released March 26, 1954.)\—CCH Trane RecuLation 
Reports { 11,686; 11,676; 11,669. 





1 For example, George H. Lee Company Water, cited at footnote 93: and U. S. wv. 
v. FTC, cited at footnote 56; U. 8. v. 17 Higgins & Company, cited at footnote 42. 
Bottles ... “B. & M.,” cited at footnote 2 Cited at footnote 44. 

140: U. 8S. v. Five Cases of Capon Springs 





Legislative Changes 


and Developments 


Canadian Law and Comment 





Federal Legislation—Opium and Narcotic Drug Act 


At the federal level, the only legislation affecting the subject of 
food and drugs is contained in “An Act to Amend the Opium and 
Narcotic Drug Act.” 

This act was first introduced in the Senate early in April and 
was passed without amendment, following which it was introduced 
and given first reading in the House of Commons. It was announced 
that the bill would be given further consideration by parliament when 
it resumes following the Easter recess. 

The bill proposes two major changes in the law: The first deals 
with an administrative change respecting the recognition of verbal 
prescriptions by authorized persons for certain narcotic preparations 
as an alternative to the present requirement of a written prescription. 
The second change marks an important advance in the enforcement 
provisions by revising wholly the penal sections which deal with nar- 
cotic offenses and by establishing the new offense of possession of 
narcotic drugs for the purpose of trafficking. 


Enforcement authorities have found that proof of actual traffick- 
ing was difficult to secure, as it would require evidence of an actual 
sale or distribution. In the majority of instances, the authorities in 
uncovering illegal activities were able to prove only illicit possession 
of drugs by persons who there was every reason to believe were 
engaged in trafficking. Under the present law, such persons, however, 
could be charged only with illicit possession and thus put in no differ- 
ent position from an addict who might be in possession of a drug 
for his own use. It was felt that not only should the law permit of 
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some distinction being made between an addict in illegal possession 
and a trafficker in illegal possession, but that there should be a much 
heavier penalty for the latter, with the additional responsibility on 
the accused of explaining his illegal possession if he desires to escape 
conviction and penalty for possession for trafficking. 

The legislation, therefore, in addition to the establishment of the 
specific offense of possession of a drug for the purpose of trafficking, 
provides for a maximum term of imprisonment of 14 years, with the 
additional penalty of whipping at the discretion of the court. The 
legislation requires the Crown to prove illegal possession of a drug 
by the accused with the onus then shifting to the accused to satisfy the 
court that his possession was not for the purpose of trafficking. If he 
can do so, he shall be convicted of illegal possession only. If he can- 
not do so, then he is convicted of possession for the purpose of traffick- 
ing and liable to the heavier penalty provided for that offense. 

This is considered to represent a more realistic approach to the 
problem of suppressing drug trafficking and, at the same time, to act 
as a more effective deterrent to the trafficker in terms of punishment 
and the facilitation of proof. 


Federal Regulations—Food and Drugs 


As was mentioned in the January JourNaL article, “Canadian 
Law and Comment,” the regulations under the Food and Drugs Act 
are presently in process of revision. The Department of National 
Health and Welfare’s proposals in the form of revised regulations 
have been sent forward to trade associations and other interested 
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parties for comment preparatory to final drafting and submission to 
the Governor in Councii for enactment. At the present time, with the 
exception of the cosmetic regulations, all of the regulations have been 
submitted to the various associations and groups concerned, and the 
comments received from them are being given consideration. 

It is not the purpose of this article to make any detailed comment 
on particular regulations or of the details of any revision, but it may 
be of interest to note that all of the drug and vitamin regulations have 
been considered in collaboration with the Canadian Pharmaceutical 
Manufacturers Association, and the respective points of view substan- 
tially reconciled and clarified. 

While particular regulations need not be discussed, the depart- 
ment has made an important proposal to the Canadian Pharmaceutical 
Manufacturers Association in terms of a policy change which may be 
of considerable interest and worthy of inclusion in this article. It 
involves a change in the present regulations which prescribe expiration 
dates for antibiotics in terms of a fixed number of months from the 
date of manufacture, varying in accordance with the antibiotic in 
question. 

With the development of antibiotics and in the light of the 
knowledge then possessed respecting potency and stability, it was 
required that the label of every container should set forth an expira- 
tion date as a warning or caution to the druggist, as well as to the 
doctor. Of necessity, these dates were somewhat arbitrarily chosen 
and efforts were made, from time to time, on the part of the adminis- 
tration to revise the dates in the light of developed knowledge and 
experience. In giving further consideration to the revision of the 
regulations and in keeping with the policy which had been developed 
of removing anomalies or anachronisms and of streamlining wherever 
possible, the administration proposed to the Pharmaceutical Manu- 
facturers Association that in lieu of the regulations fixing an expira- 
tion date for antibiotics, this might well be made the responsibility of 
the manufacturer. 

The proposal, therefore, involves a regulation requiring the manu 
facturer in each case to determine an expiration date for an antibiotic 
which he manufactures, after which date its use is not recommended. 
The manufacturer, in fixing such date, must, of course, have regard 
to factors of continued potency and stability and must assume the 


responsibility of determining a date which will be realistic in terms of 


the effectiveness of the product. 
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This proposal was favorably considered by the association as 
representing a very substantial step forward. It has regard to the 
realities of the situation, whereby the manufacturer in any event 
assumes responsibility for his product and should, therefore, be given 
some degree of flexibility in terms of the length of its effective life 
which, in turn, must be supported by appropriate information, to be 
submitted to the department on request. It is not thought that this 
will in any, way lessen the protection whick the public presently 
receives. On the other hand, it will be of great advantage to manu- 
facturers in avoiding the expense of recall and retesting of antibiotic 
preparations which are in all respects effective, but which are crowd- 


ing an arbitrary expiration date. 


Provincial Legislation 


As was mentioned in the first of the articles, “Canadian Law and 
Comment,” the provincial legislatures as a rule meet shortly after the 
beginning of the year. A number of the legislatures have met during 
the first months of 1954, and have adjourned after completing their 
legislative program. It may, therefore, be convenient to list, in geo- 
graphical order of provinces, the situation as it is reported from the 
various provinces in terms of legislation affecting the subject of food 
and drugs. Where the phrase “no report” is used in connection with 
a province, this means that at the time of writing no information was 
available regarding any legislative changes during the present session. 
In the case of those provinces, the report on legislation will be con- 


tained in the next quarterly article. 


Newfoundland.—The only change made in the Food and Drugs 
Act of 1950 was in Section 9, subsection (3), which deals with the 
licensing of certain trades, by providing that the amount of a license 
fee could be set by the minister by regulation published in the New- 
foundland Gazette. The present section provides that the annual fee 


for any one license should not exceed $50. Under the amendment, this 


could now be varied by minister’s regulation duly published. 
Prince Edward Island.—None. 
Nova Scotia.—None. 


New Brunswick.—No report. 
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Quebec.—It was mentioned in the January article that the Prov- 
ince of Quebec was at that time enacting legislation respecting the 
use of fats other than milk fat in ice cream and cheese, in addition to 
the existing prohibition against the manufacture and sale of margarine. 


The legislation in question has been passed, and is Chapter 6 of 
the Statutes of Quebec of 1953, entitled “An Act to Protect the Dairy 
Industry in the Province of Quebec.” This repeals the former legisla- 
tion. 

Secause of the growing importance of the subject of legislation 
to protect the dairy industry, it may be of interest to say something 
of this legislation in addition to the comments which were made in 
the January article. The following sections of the act may serve to 
illustrate the kind of problem that inevitably arises in interpreting 
legislation which attempts to protect an industry against competition 
from other foods, and which is not directly related to health or 
deception. 


The following sections may therefore be of interest : 


1. For the purposes of this act, the following terms shall mean 


f. “dairy product”: butter, cream, ice cream, cheese and milk, as hereinabove 
defined, as well as any other alimentary product which the Lieutenant-Governor 
in Council may determine by regulation made under section 3; 


g. “substitute”: any food product prepared for use or used for any of the 
purposes which a dairy product may serve, and in the manufacture of which 
vegetable oils or fats are employed; such term means particularly, but not 
restrictively, margarine, oleomargarine and any similar product, whatever may 
be the name by which it is called. 


2. The manufacture, sale, offering for sale and possession of any substitute 


for a dairy product are prohibited in the Province. 

The presence of any matter that may be used for the making of substitutes 
of dairy products is prohibited in every manufacture of dairy products and 
appurtenances under the penalties enacted by section 5 

3. The Lieutenant-Governor in Council is authorized to make and amend 
regulations to: . 

a. withdraw from the application of this act any special alimentary product, 
in particular any product in the making of which enter largely animal fats and 
which, in the opinion of the Lieutenant-Governor in Council, is rather a substitute 
of the fat or of another foodstuff than a substitute of a dairy product in the sense 
of this act; 

b. designate as substitute of a dairy product in the sense and for the pur- 
poses of this act any special alimentary product which, whatever be its name, 
constitutes, in the opinion of the Lieutenant-Governor in Council, a substitute 
of a dairy product according to the spirit of this act. 
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6. In the case of infringement of a provision of this act or of a regulation 
made thereunder, any dairy product substitute which was the object of such 
infringement must be seized, with or without a warrant, as well as the container 
thereof and any vehicle used for its transportation, and the confiscation thereof 
shall be ordered by the court for the profit of the Crown. 

Without commenting extensively on the sections which are set 
forth or for that matter on the subject of legislation of this kind, there 
are certain points of interest which might be indicated. 

The first of these involves the use of the word “substitute” 
rather than the word “imitation,” which is used in the legislation of 
other provinces for a purpose which is similar to that of the above. 

The second is the reference in the act to its “sense” or “spirit,” 
but nowhere is any reference made to the purpose of the act being the 
prevention of fraud or deception, or the protection of health. 

A further point which would seem pertinent arises out of the 
definition of a “substitute.” It was pointed out in connection with 
comparable legislation in other provinces that, by definition, an “imi- 
tation dairy product” meant a product manufactured wholly or in part 
from any fat or oil other than that of milk, with certain products, such 
as nut butters, being exempted. 

The definition in the above legislation, however, would seem to 
limit its application to a product which may be used for any of the 
purposes of a dairy product, and in the manufacture of which vege- 
table oils or fats are employed. Upon a literal interpretation of this, 
a “substitute” would not include a product in which animal fats or 
oils were employed, even though it might be used for a purpose for 
which a dairy product might serve. 


As against this, peanut butter—which no one would seriously 


consider as an imitation of a dairy product or as a competitor of a 


dairy product—would literally come within the definition of a substi- 
tute. In the absence of some specific exemption under the act, peanut 
butter would appear to be wholly within its prohibitions, even to the 
extent of the forfeiture clause as provided in Section 6. One would 
assume that steps would be taken with respect to a product such as 
peanut butter, and that no practical difficulty would be raised by it. 
It is merely mentioned as an illustration of the difficulty which is 
presented, in dealing with a subject of this kind, by broad—rather than 


precise—definition. 
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While the definition would appear to have some limitation in the 
manner indicated, the authority which is contained in Section 3 would, 
on a normal construction of its language, indicate that the Lieutenant- 
Governor in Council can either exempt from the definition of a sub- 
stitute a product which would otherwise be within its terms or extend 
the expression to include a product which is not within its terms. The 
definition of the word “substitute” and its use in Section 3 might, 
however, give rise to some argument that notwithstanding the appar- 
ent authority of the Lieutenant-Governor in Council under that section 
to designate as a substitute any food product which, in his opinion, 
constitutes a substitute of a dairy product according to the spirit of 
the act, he is nevertheless confined in the exercise of this authority 
to the designation of a food product which otherwise comes within the 
definition of a substitute. 


Undoubtedly, the whole subject of the legislation is such as will 
quickly expose the merits of any arguments based on technical inter- 
pretations of the act, its scope and extent. Meanwhile, the above 
comments seemed pertinent to a consideration of the purpose of this 
kind of legislation. 


Ontario.—A number of acts were passed which touch directly or 


indirectly on the subject of food and drugs. These are listed as fol- 
lows, with a brief explanatory note as to the purpose of each. 


(1) The Bees Act, 1954, is completely revised to bring it into line 
with present-day practices. There are no new principles. 

(2) An Act to amend the Live Stock and Live Stock Products 
Act adds to the authority to make regulations prescribing the manner 
in which any livestock or livestock product shall be detained by an 
inspector. 

43) An Act to amend the Farm Products Marketing Act redefines 
“marketing” to include assembling and packing, in addition to adver- 
tising, buying, selling, transporting, shipping for sale and storage. It 
excludes buying and selling by retail, except where the buying is 
done by a central organization and the selling by retail is done through 
more than five outlets. 

The act makes provision to exempt any person or class of persons 
from the operation of a marketing scheme. By the amendment, this 
is extended to permit of any regulated product or any class, variety, 
grade or size also being exempted from the scheme. Other changes 
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are made in the legislation respecting the setting-up of schemes, the 
powers of the board and the fiscal control of marketing schemes. 

(4) The Milk Industry Act, 1954, is a consolidation and revision 
of the Dairy Products Act, the Milk Control Act, the Milk and Cream 
Act and those parts of the Farm Products Grades and Sales Act and 
the Farm Products Marketing Act which dealt with dairy products. 

The new act provides for a commission to be known as the Milk 
Industry Commission, to promote research with respect to the pro- 
ducing and marketing of milk and to determine standards of quality 
for milk and sanitary requirements in the production of milk. 

A dairy commissioner is to be appointed to supervise and co-or- 
dinate the administration and enforcement of the act. 

Provision is made for a Milk Producers Co-ordinating Board to 
continue the work presently being done by the Dairy Producers 
Co-ordinating Board. 

A board to be known as the Milk Products Board is established 
to administer and enforce marketing plans with respect to milk prod- 
ucts presently administered by the Farm Products Marketing Board. 
This new board will also administer and enforce the provisions of 
the Dairy Products Act. 

The Milk Control Board is continued with substantially the same 
authority as under the present act. 

(5) An Act to amend the Pharmacy Act, 1953, gives legal recog 
nition to the professional activities of veterinary surgeons in respect 
of veterinary medicines and provides that the dean of the faculty of 
pharmacy of the University of Toronto shall be ex officio a member of 
the council.* 

(6) The Plant Diseases Act, 1954, is completely revised to bring 
it into line with present-day practice. The only new feature is the 
licensing and regulating of dealers in nursery stock who sell plants 
that were propagated at a nursery and who keep such plants for 
resale in the soil of the premises on which the plants are for sale. 


Manitoba.—N one. 


Saskatchewan.—At the time of writing, there is before the legis- 
lature a new pharmacy act entitled “An Act respecting Pharmaceutical 





*See Walker, ‘“‘Pharmacy and Poisons 5, dealing with the Ontario Pharmacy Act, 
Legislation of a Canadian Province,"’ 9 1953. 
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Chemists and Druggists.” This is not yet available for comment, and 
will be dealt with in the next article. 


Alberta.—None. 
British Columbia.—No report. 


This concludes the report on the changes in federal and provincial 
legislation as of the time of writing. As regards enforcement of the 
Food and Drugs Act, prosecutions have been instituted for violations 
in the field of adulteration—notably, with respect to meat products— 
but these have been of a routine variety, and do not involve any facts 


or principles justifying special mention. 


repeal of any regulation shall be begun 
by a proposal made (A) by the Secre- 
tary of his own initiative, or (B) by 
petition of any interested person, show- 
ing reasonable grounds therefor, filed 
with the Secretary. The Secretary shall 
publish such proposal and shall afford 
all interested persons an opportunity to 
present their views thereon, orally or 
in writing. As practicable 
thereafter, the Secretary shall by order 
act upon such proposal and shall make 
such order public. Except as provided 
in paragraph (2), the order shall be- 
come effective at such time as may be 
specified therein, but not prior to the 
day following the last day on which ob- 
jections may be filed under such para- 
graph. 


soon as 


“(2) At any time prior to the thirtieth 
day after the date on which an order 
entered under paragraph (1) is made 
public, any person who will be ad- 
versely affected by such order if placed 
in effect may file objections thereto 
with the Secretary, specifying with 
particularity the provisions of the order 
deemed objectionable, stating the grounds 
therefor, and requesting a public hear- 
ing upon such objections. Until final 
action upon such objections is taken 
by the Secretary under paragraph (3), 
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the filing of such objections shall op- 
erate to stay the effectiveness of those 
provisions of the order to which the ob- 
jections are made. As soon as practi- 
cable after the time for filing objections 
has expired the Secretary shall publish 
a notice in the Federal Register speci- 
fying those parts of the order which 
have been stayed by the filing of ob- 
jections and, if no objections have been 
filed, stating that fact. 

“(3) As practicable after 
such request for a public hearing, the 
Secretary, after due notice, shall hold 
such a public hearing for the purpose 
of receiving evidence relevant and ma- 
terial to the issues raised by such ob- 
jections. At the hearing, any interested 
person may be heard in person or by 
representative. As soon as practicable 
after completion of the hearing, the 
Secretary shall by order act upon such 
objections and make such order public. 
Such order shall be based only on sub- 
stantial evidence of record at such 
hearing and shall set forth, as part of 
the order, detailed findings of fact on 
which the order is based. The Secre- 
tary shall specify in the order the date 
on which it shall take effect, except that 
it shall not be made to take effect prior 
to the ninetieth day after its publication 


soon as 
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unless the Secretary finds that emer- 
gency conditions exist necessitating an 
earlier effective date, in which event 
the Secretary shall specify in the order 
his findings as to such conditions. Such 
order shall be subject to the provisions 
of section 701(f) and (g).” 


Sec. 2. Section 701(e) of the Federal 
Food, Drug, and Cosmetic Act is 
amended by striking out “401,”. 


Sec. 3. In any case in which, prior to 
the date of enactment of this Act, a 
public hearing has been begun, in ac- 
cordance with section 701l(e) of the 
Federal Food, Drug, and Cosmetic 
Act, upon a proposal to issue, amend, 
or repeal any regulation contemplated 
by section 401 of such Act, the provi- 
sions of such Act, as in force imme- 
diately prior to the date of the enact- 
ment of this Act, shall be applicable 
as though this Act had not been enacted. 


Approved April 15, 1954. 


In the Food and Drug 


Administration 


FDA Medical Director.—The ap- 
pointment of Dr. Albert H. Holland, 
Jr., as medical director of the Food 
and Drug Administration was announced 
on March 7, 1954, by Charles W. Craw- 
ford, Commissioner of Food and Drugs, 
United States Department of Health, 
Education, and Welfare. The post has 
been vacant since July, 1952, when Dr. 
Erwin E. Nelson resigned to head the 
department of pharmacology at the 
St. Louis University College of Medi- 
cine. Dr. Irvin Kerlan has served as 
Acting Medical Director in the interim. 

As director of the FDA Division of 
Medicine, Dr. Holland will be responsi- 
ble for advising the agency on all medi- 
cal questions involved in enforcement 
of the Federal Food, Drug, and Cos- 
metic Act. The Medical Division also 
assists in the development. of medical 
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evidence in court cases involving adul- 
terated and misbranded products, and 
administers the new-drug provisions of 
the Act which require adequate scientific 
testing to establish the safety of all 
new drugs before they are placed on 
the market, 

Dr. Holland comes to the Food and 
Drug Administration from the Armour 
Laboratories, Chicago, where he has 
been medical director since January, 
1951. Before joining Armour he was 
Director of the Office of Research and 
Medicine at the Oak Ridge (Tennessee) 
Operations of the Atomic Energy Com- 
mission. Prior to holding this post he 
was medical adviser to the Manhattan 
Engineering District project at Oak 
Ridge, having been assigned originally 
by the United States Army as medical 
liaison officer. Dr. Holland’s service 
at Oak Ridge covered a period of ap- 
proximately four years, from 1946 to 
1950. 

Dr. Holland is a graduate of Valley 
Forge Military Academy, the Brothers 
College at Madison, New Jersey, and 
the New York University College of 
Medicine, where he was president of 
the 1944 graduating class. He interned 
in the New York Post-Graduate Hos- 
pital. After his internship he held an 
assistant residency at Memorial Hospi- 
tal, and then returned to Post-Graduate 
Hospital as resident in internal medi- 
cine. He teft the latter position to enter 
service in the Army Medical Corps. 


Honor Awards.—Secretary Oveta Culp 
Hobby on April 9 presented 12 honor 
awards to outstanding employees of 
the Department of Health, Education, 
and Welfare at its third annual honor- 
awards ceremony: held in the Department's 
auditorium. Four distinguished-service 
awards, seven superior-service awards 
and one unit citation for superior 
service were given. Leading officials 
of the Department also presented em- 
ployees with 40-year service awards. 

“The records of 
ceive awards today are ample evidence 
that the President's confidence in the 
Government worker is not misplaced. 


those who will re- 
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Their achievements are an inspiration 
to all of us,” Mrs. Hobby said. 

Among those receiving distinguished- 
service awards was Henry Welch, Food 
and Drug Administration. In making 
the presentation to Dr. Welch, Secretary 
Hobby said: 

“Many members of the armed forces 
during World War II owe their lives 
to the work of Dr. Henry Welch, who 
then had the responsibility of certifying 
the safety and efficacy of all penicillin. 
At that time supplies of penicillin were 
so limited that none was available for 
experimental work. Dr. Welch de- 
veloped his own pilot plant, and within 
a few months had developed satisfactory 
methods for testing the potency and 
safety of each batch of the new miracle 
drug. 

“The Food and Drug Administration 
and the manufacturers believed that the 
best interests of the consumer would be 
served if the Government continued 
‘testing each batch of penicillin. Ac- 
cordingly, Congress amended the Fed- 
eral Food, Drug, and Cosmetic Act in 
1945 to require certification of each 
batch of penicillin and penicillin prepa- 
ration. Since then other antibiotics have 
been brought under the act. 

“Because of his ability as an admin- 
istrator and organizer, Dr. Welch has 
been able to knit together an efficient, 
well-trained group of scientific workers 
to carry out this all-important task 
which involves an average of 17,500 
batches of drugs a year. 

“Tt is a great honor, indeed, for me 
to present the Distinguished Service 
Award to Dr. Welch for this and many 
other outstanding contributions to the 
field of public health and science and 
for his distinguished skills in adminis- 
tration and authorship. 

“This citation is hardly 
Dr. Welch, to express to you the grati- 
tude of the people of the United States 
for your work in making our lives 
healthier and happier. 

“There is an additional—and very 
special—tribute to Dr. Welch in this 


adequate, 
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occasion. He—and we—are honored by 
having as our guest Sir Alexander 
Fleming, the discoverer of penicillin. 
Sir Alexander has come here today to 
witness this presentation as a mark of 
his esteem of Dr. Welch and his work.” 

Dr. Kerlan received a superior-service 
award, Secretary Hobby stated: 

“It gives me pleasure to present the 
Superior Service Award to Dr. Irvin 
Kerlan for his dedicated service to pub- 
lic health and education and unusual 
accomplishments in administration and 
authorship. 

“In his 14 years with the Food and 
Drug Administration, Dr. Kerlan has 
served in many positions of responsi- 
bility in the Division of Medicine. He 
is a contributing member to numerous 
technical committees and has been in- 
strumental in establishing close rela- 
tions between professional organizations 
and the Food and Drug Administration. 
Dr. Kerlan has also prepared numerous 
exhibits and lectures to emphasize the 
public health aspects of Food and Drug 
Administration’s work to physicians and 
other professional groups. He has, in 
addition, made numerous contributions 
to medical and dental literature. 

“T am happy to show our apprecia- 
tion of this outstanding work through 
this award, and I wish you, Dr. Kerlan, 
many more years of success.” 


Oil-of-Wintergreen Preparations. — 
To minimize accidental poisonings by 
oil-of-wintergreen preparations, the De- 
partment of Health, Education, and 
Welfare announced on April 14 that 
drug products containing more than 
5 per cent of this ingredient will be 
considered as misbranded unless their 
labels warn that use contrary to direc- 
tions may be dangerous, and that the 
article should be kept out of reach of 
children. Charles W. Crawford, Com- 
missioner of Food and Drugs, said that 
there are approximately 15 deaths per 
year—mostly of young children—from 
accidental poisoning caused by oil-of- 
wintergreen preparations. He said that 
methyl salicylate (oil of wintergreen) 
is commonly regarded by the public as 
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harmless, but that as little as a tea- 
spoonful of the oi] taken internally can 
cause death. Young children, Mr. Craw- 
ford said, are particularly apt to be 
attracted by the odor. 

Oil of wintergreen is commonly used 
in liniments, which contain from 10 
per cent to 100 per cent, labeled for 
external application for relief of minor 
muscular pain. Medical literature con- 
tains a number of reports that oil of 
wintergreen is toxic and that drugs 
containing it should be labeled to warn 
parents, according to Mr. Crawford. 


Monthly Report, Issued April 22.— 
The distribution of two misbranded 
drugs has been banned by recent federal- 
court injunctions, according to a report 
released by the Food and Drug Admin- 
istration. The injunctions were requested 
because both preparations would endanger 
health of persons relying upon them for 
the treatment of the serious diseases for 
which they were recommended. 

A company and two individuals were 
enjoined from further shipments of 
their product. This liquid garlic prepa- 
ration was promoted for tuberculosis, 
hypertension, typhoid, colitis and other 
diseases requiring rational medical treat- 
ment. Federal Judge T. Whitfield David- 
son issued the decree at Fort Worth, 
Texas. 
second drug was 
enjoined by Judge Lee Knous of the 
federal court at Denver. Represented 
as a stomach and duodenal ulcer treat- 
ment, the product consists of a yellow 
ointment composed of petrolatum, ‘salt, 
honey and antacids, according to FDA. 
safe, 


Shipment of the 


Self-medication for ulcers is not 
FDA medical experts say, because delay 
Or improper treatment may result in 
hemorrhages or malignancy. 


Two other injunctions banned thera- 


peutic devices misbranded with claims 


for use in cancer and other serious 
diseases. 

Ninety-three shipments of 
drugs and devices were seized in March 
on charges that they violated the Fed- 


Food, Drug, and Cosmetice Act, 


foods, 


eral 
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FDA reports. One involved more than 
63,000 oats contaminated 
with a mercurial compound 
treat seed grain. Sixty-three actions 
were taken to remove 300,405 pounds of 
filthy or decomposed food from the 
market, and nine others were against 
misbranded foods. 


pounds of 
used to 


Of the 20 drug and device shipments 
seized, nine were substandard or of defec- 
tive composition; six were labeled or 
promoted with false and misleading 
therapeutic claims; four failed to bear 
adequate labeling warnings against mis 
use; and one was an antibiotic marketed 
without the required certification. 


Experimental Packs of Food.—The 
scope of temporary permits allowing 
food processors to make market tests 
of new varying from official 
standards has been broadened by a 
change in regulations, the Food and 
Drug Administration announced on 
April 28. 

The new 
former requirement that the issuance 
of such permits be held confidential 
unless publicly revealed by the appli- 
cant. However, any information con- 
cerning any method or process which 
as a trade secret is entitled to protection 
will be held confidential; FDA said 

The permits, issued by the Secretary 
of Health, Education, and Welfare 
under Section 3.12 of the FDA regula- 
tions, authorize the interstate shipment 
of foods which for specified reasons do 
not comply with the official standards 
of identity. The purpose of the permits 
is to enable manufacturers to test new 
acceptance in 


packs 


regulations also delete a 


products for consumer 
the market. As presently worded, the 
regulations trial of 


new ingredients in standardized foods. 


permit only the 

The amended regulations expand the 
conditions for the permits so as to 
allow not only the addition of a new 
ingredient, but also the omission of a 
required ingredient or allow other changes 
in the methods of manufacture or pro- 
duction if such changes may improve 
the product and be advantageous to con- 
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sumers. FDA stated that the amended 
regulation should give manufacturers 
greater leeway in carrying out necessary 
experimental work prior to making 
formal proposals for amending the 
standards of identity for foods. 

Where interest would be 
promoted by label declaration of in- 
gredients, the labels of the experi- 
mental packs covered by the permits 
will show variations in their ingredients 
from the requirements of the standards, 
according to FDA. 


consumer 


The regulations require the filing by 
the applicant of complete information 
regarding the proposed variation from 
They state that “appro- 
ad- 


a standard. 
priate investigations of potential 
vances in food technology sometimes 
require tests in interstate markets of 
the advantages to and acceptance by 
consumers of variations in foods from 
applicable definitions and standards of 
identity prescribed under section 401 
of the Federal Food, Drug, and Cos- 
metic Act.” 

Section (b) states the purpose of the 
Department “to permit such tests where 
they are necessary to the completion 
or conclusiveness of an otherwise ade- 
quate investigation and where the in- 
terests of consumers are adequately 
safeguarded.” 

The amended regulation appeared in 
the Federal Register on Wednesday, 
April 28, 1954. The change was pro- 
posed by the Food Standards Com- 
mittee, Food and Nutrition Board of 
the National Research Council, and was 
supported by the canned-food industry. 


Imported Crabmeat—Label Designa- 
tions.— The following label designations 
for imported canned crabmeat satis- 
factorily comply with the common- or 
usual-name requirement of the Federal 
Food, Drug, and Cosmetic Act: “King 
crabmeat” the product prepared 
from any one of the three species of# 
Paralithodes, or ““Hanasaki crabmeat” as 


for 
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an alternative for the product prepared 
from Paralithodes brevipes; “Korean 
variety crabmeat” or “Kegani crabmeat” 
for the product packed from the species 
Erimacrus isenbeckii; and “Snow crab- 
meat” for Chionectes opilio—Statement 
of General Policy or Interpretation, by 
Oveta Culp Hobby, Secretary, Depart- 
ment of Health, Education, and Wel- 
fare, April 2, 1954. 


In the Federal Trade 


Commission 


Trade Practice Rules Rescinded.— 
Trade, practice rules for the assembling 
branch of the cheese industry have been 
rescinded, since the Commission found 
that the rules are general in form and 
in some respects obsolete, and that there 
is no interest on the part of the in- 
dustry in a revision. 

Trade practice rules for the edible- 
oils industry have been rescinded by 
the Commission, since a revision of the 
rules does not appear to be essential to 
the public interest. 


The Commission has also rescinded 
trade practice rules for the spice grinders 
and packers industry, since proceedings 
for revision of the rules do not appear 
to be essential to the public interest. 


A rescission of trade practice rules 
for the insecticide and disinfectant in- 
dustry has been effected. Since trade 
practices in connection with this indus- 
try are subject to regulation under the 
Federal Insecticide, Fungicide, and 
Rodenticide Act—as well as many state 
statutes—proceedings for the revision 
of the rules for this industry do not 
appear to be essential to the public inter- 
est—CCH Trape ReGuLation Reports, 
No. 292 (May 6, 1954). 
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